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·-• • rHd lrutNctioru on HVerH IHfo,.. comol9tlnt1 form Form Annrov11d 0MB No. 2070-00N' . • .,,,,,, • • 2- 28-95 

Unit11d Stotn ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Woehington, DC 20460 Other 

Application for Pesticide - Sect ion I 

1 . Company/Product N51,11r '. ~ :-1. 
. - 2. EPA Product Manager . 3. Proposed Cloesification . 1 g . ' . ~de lA£bc..c./i-

C8JNone D Restricted 
4 . Company/Product (Name) PMI 

ec.o H (ff'r'//.,, 7"1-1, r./Vc /J,f~.~; )( . 
5. Nem11 end Address of Applicant (Include ZIP Cod•l 6. Expedited Reveiw. In accordance w ith FIFRA Section 3fcH3J 

EcoHealth. Inc (b)(i), my product is similar or identical in composition and labeling 
33 Mt. Vernon Sl. to: 
So~ton, MA 0210:: EPA Reg. No. 
617 742 2400 FllA 617 742 4953 

□ Ch•ck if this is a n•w addr.ss Product Name 

Section - II 

[l Amendment • Explain below. LJ Final printed labels In repsonse to NOTIFICATION 
* Resubmission in response to Agency letter dated 

Agency letter dated 

□ "Me Too• Application. 
JA~J 2 0 2004 [¼I' Notlfication • Explain below. 

□ 
Oth11r • Explein below. 

Explanatior Notification of Label change relative to PR Notice 2001-6. This notification is consistent with the guidance In PR Notice 2001-6 a n( 
the requirements of !:PA's regulations at 40 CFR 156.10 and 40 CFR 152.46 and no other chan0es have been made to the labeling o, 
the confidential statement of formula of this product. I under6tand that It Is a violation of 18 U.5.C. Sec 1001 to willfully make fal6e 
statemente to EPA. I further understand that if thi6 notification la not coneietent with the guidance of PR Notice 2001-6 and the 
requ1remente of40 CFR 156.10 and 40 CFR 152.46, thia product may be in violation of FIFRA and I may be subject to enforcement 
1.'!Ction and eenaltfee undeJ: sections 12.and 14 of FIFRA. 

Section - Ill 
1. Matarlal Thi• Product WIii Be Packaged In: 

Unit Packaging 
. . 

Water Soluble Packaging 2. Type of Container Child-Resistant Packaging 

B Yes BYH B Y11s Q Mo,ol P1111tic 
No No No GloH 

•)& ficatlon must If •v.,s· No. per If · vea· No. per Paper 
Unit Packaging wgt. container Package wot container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(•) Retell Containe r 5. Location of Label Dir11otion1 

f I Label I I Conteiner c:j 
6. Manner in Which Label Is Affixed to Product § Lithograph □ Other 

Poper.~luad 
Stene, ed 

Section - IV 
1. Contact Point /Complete items dir•ctly b•low for idtmtific11tion of individusl to be contactsd, ff nscsssary, to proc•ss this•a,pp/i•Jtion.J 

, 

Noma A C,t ',Cl( N':b ~It. p o v ~l- Tlt1e P12.~s; ~~--vr Telephon:#b~lnoluda Area Code) 

•• • ~~ I r:/-- •9 f ~ '2...'r()o .. ... . 
• • 13~ tra:11 Application Certification •••••• ·•moelved I certify that the s tatements I have mode on this form end all attachments thereto are tl'\Jo, accurate and c&ff'9ta. 

• ••• I acknowled91.1 that eny knowllnglly falH or misleading statement may be puniehablo by fine or lmpri•o~IIJll.O' ' • • • :<Stamped) 
both under applioablt law. • • 

:i ••••• • 
2. s;gooo,1/~ - ,~✓ 

3. Title •••• 
Ptt-~;~ ot"Vr- • • •••• ' ••• • • 

4 . Typt1d Nome /l l CS 'I" t\KJ> S. /. t:-ov~L- . •••• -
5. Dste .... ,· I, 

I 

J) 6C. . ~Cf/. _7../),c) ~ 
. 

0 
I r 

I I ~ I ' 
EPA Form 8670-1 !Rev. 3-94) Previous edition• are obsolete. . . White · EPA File Copl (onginall Y•Aow • Affllcant Copy 

I • 

' 
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ECO HEALTH, INC. 
······································································· ·············· ·· ·· ···························· ··· ········· ...... . 

Monday, December 29, 2003 

George LaRocca 
US Environmental Protection Agency 
Pesticide Programs (7504C) 
Document Processing Desk (AMEND) 
401 M Street S.W. 
Washington, DC 20460-0001 

Re: 56783-1 (Damminix) and 56783-2 (Mite Arrest) 

Dear Mr. LaRocca, 

·················· ········ ········ · · ••·••·· ... . ········•· •······· · ·····• · ·· · ····• ......... ... .. . . ········ ·· ················ .. ............... .. . .. . . 
·······················•·· ········ ······ ··· .. ..... . ··············· ·· ········· .. , ....... ............... . ··········•·· ·· ··········· ········ .............. .. . 

I am sending you under separate cover three different items: 

✓ 
✓- two Notifications, (one for each of the above pesticides, 56783-1 and 56783-2, 

under PR Notice 2001-6), and 
• one Amendment of the label for 56783-2, required by PR Notice 2001-1. 

No Amendment for 56783-1 under PR Notice 2001-1 is required, since one was accepted 
by EPA on January 16, 2002. Unfortunately, at that time I simply overlooked the 
requirement to file the same First Aid label amendment for 56783-2. Hence, I am 
enclosing it at this time. 

You were very kind to answer my questions on the phone last week, and I hope I have 
submitted these various applications correctly. If anything else is needed or corrections 
are required, I will be very pleased to send them immediately. 

Thank you very much. 

Sincerely, tr\ /J 

~~ •••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • •••••• • 

• 
•••• • • • ••• 
• ••• • • • • •• 

• 
•••• • • •••• 
•••• • •••• 

33 MounL Vernon Street, Boston, Massachuset ts 02108 Telephone. (617) 742-2400 Fax: (617) 742-4953 
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•••• • • •••• 
• • •••••• • 
• 

•••• • • •••• 
••• • _______ ....._ __ '--.. . 

• • 
• 

•••• • • •••• 
•••• • •••• 

24 TUBES • TREATS APPfoxilATELY 22,000 SQ. IFT. 

DAMMINIX® A TICK TOXICANT As an aid in tile control of ticks (tllat may carry Lyme Disease) that infest mice and nests of mice faund around yards, play areas, parks, bn&sh, paths, and in woodlands. 

EPA Reg. No. 56783-1 EPA Est. No. 5693 MA 1 DIRECTIONS FOR USE: It is a violation of Federal law to IISe this product in a manner inconsistent with its I 
ACTIVE INGREDIENT: + • Permethrin ___________________ ___________ ____ ____ 7 .4% FOR OUTDOOR APPLICATION ONLY. For the reductioa of ticks associated with the mice that serve as res oirs for pathogens causing Lyme 
INERT INGREDIENTS· _____________________ _____ _____________________ 92_6% disease and babesiosis. Ticks flHNing on these aaimals become infected and may transmit disease to llum s, dogs, aad horses. 

for best resiits, place tubes flat oa the ground it all brush-covered and wooded areas to be treated. The ·mum distance between tubes 
Total 100.0% should 1ot exceed 10 yards in a1y direction. Treatmelt shoul'd be limited to areas inhabited by mice, aad n 11ot include 11own lawns or open 

+ (3-phenoxyphenyl) methyl ( +/·) cis/trans 3-(2,2 dichloroethenyl)2, 2-dimethylcyclopropanecarboxylate. grasslands. Tubes sh.>uld be positioned so that mice have access to the opea ends. Product worts best if t covered by leaves or other material. 

• Cis/trans ratio: Min. 35% ( +/·) cis and 11ax. 65% (+/·) trans. FOR TREATMENT AROUND YARDS: Place tubes within 1 yard of the edge of moW11 lawn, in flower garden under bashes aid along feaces, 
wherever mice may reside. for COtDplete coverage, aR lnst.-c9vered or wooded areas within 50 yards su 11di119 the yard area to be protected 

CAUTION: KEEP OUT OF REACH OF CHILDREN 
FIRST AID 
INGESTION • If swallowed: 

• Call a poison control center or doctor immediately for treatment advice. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to do so by a poison control center or doctor. 
• Do not give anything by mouth to an unconscious person. 

EXPOSURE, SKIN IRRITATION - If on skin or clothing: 
•Takeoff coatamiaated clothing. 
• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a poison control center or doctor for treatment advice. 

EYES • If in eyes: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes . 
• Remove contact lenses, if present. after the first 5 minutes, then continue rinsing eye . 
• Call a poison control center or doctor for treatment advice. 

Have the product container or IQbel with you when calling a poison control center or doctor, 
or going for treatment. l-:·r: 1 

should be treated. 

tubes in ction. for coverage, apply tubes up to the brush-covered edge surroundiag thew clot Tllhes placed near thickets or 
FOR TR~T Of WO~D: Tubes should be placed in a contiguous anay (such as a grid design), wi 110 more than 10 yards between 

rotting · thew be more effective than those placed in more open woodland terrain. 
Tubes may be applied anytime between April 1 and mid-September, but should be applied at least twice a j.Qr. for best results, apply just prior 
to the feeding activity periods for rrmphal (May-June) aad larval (August-September) ticks. Tubes 11ay a~ replaced when nesting material is 
completely removed. The tubes and unused cotton are biodegradable and may be left in the application site. 

·oRAGE: Store at room temperature. Do not co 
DISPOSAL: if empty: Do not reuse this container. Place in trash or offer for recycling if available. 

1 
If partly tilled: Call your local solid waste ageacy or 1-100-234-8425 for disposal instructions. ~ever place unused product down any 

indoor or outdoor drain. 

ITS 
HAZARDS TO HUMANS & DOMESTIC ANIMALS: Avoid contact with eyes and skin. Contact with skin may ~suit in temporary numbing and 
tingling sensations. Wash thoroughly with soap after handling. 

ENVIRONMENTAL HAZARDS: This product is extremely toxic to fish and other aquatic organisms. Do not aioly directly to water, or to areas 
where surface water is present or to intertidal areas below the mean high water mark. Do not contaminatel water by disposal of wastes or 
equipment washwaters. 

:::~ 2004, ECOHEALTH, INC. 33 MT. VERNON ST., BOSTON, MASSACHUSETTS 02108 617-742-2400 CONTENTS: 24 Damminix Tubes, each containing 4.5 grams. 

••••• 
••••• 

Actual Size 

TREATS 
22,00 

NOTIFICATION 

JA~J 2 0 2004 

•••• • • •••• 
• • •••••• • 

•••••• • • • • • • •••• 

• • • •••• 

• • •••• 

• 
•••• • • •••• 
•••• • •••• 



6

Mr. Alexander Kovel 
Eco Health , Inc. 
33 Mount Vernon Street 
Boston, MA 02108 

Dear Mr. Kovel 

Subject: Amendment- update label for PR Notice 2001-6 
Damminix Tick Tubes 
EPA Registration No. 56783 - 1 
Your submission dated October 15 , 2001 

The application referred to above, submitted in connection 
with registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable, and a copy of a stamped 
label is enclosed for your records . 

Enclosure 

Sincerely yours, 

George T. LaRocca 
Product Manager (13) 
Insecticide Branch 
Registration Division (7505C) 
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ECOHEALTH, INC . 

································· ··········· ···· ···· ··· ··· ····················· ······ ···· ···· · ..... ... .. . . ··•····· ····· ································· ······· ············· ········ ······· ············· ··•······· .. 

Monday, October 15, 2001 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504-C) 
US Environmental Prot ection Agency 
Ariel Rios Building 
1200 Pennsylvania Ave., NW 
Washington, DC 20460-0001 

Re: Damminix Tick Tubes. #56783-1 

Dear S irs, 

Please f ind enclosed the amended label for the above product containing the new first aid language. 

Thank you. 

~ 
Alexander Kovel 

• • •••••• • 

• 
• • • • • •• •• 

• 
•••• • • •••• 

•• • • • • • •• 

33 Mowil Vernon Street, Boston, Massochusett.s 02 l 08 Telephone (617) 742-2400 Fruc: (617) 742-4953 

•••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 
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. __ uevud /rutrvc:vorv on ,.ven• b•fo,. e<>moletinn f orm. Form Annroved, 0 MB No. ,070.()()Al <ln nrn ual • >mlrH 2•28-95 

United States g:•glstration OPP Identifier Number 

·oEPA Environmental Protection Agency Amendment ~?r3'f7 Washington, DC 20460 Other 

Application for Pesticide - Section I 

1. Company/Prodo,/163 3 
/ 1 

2. EPA Product Manager 3. Proposed Classification 

6'c~ 1./9-tU u-A- ~one D Restricted I 

4 . Company/Prot,~t (Name) /2 PMI 
f) ~ - c,p 11-€ /I- inf r ,11c. ·,0 A-,,.,__,-., ,r"', ·'II: Til'L 

I , r<-<~es 6. Expedit ed Reveiw. 5. Name and Address of A~plicant (lncludo ZIP Codo/ In accordance with FIFRA Section 3(cl(3) 
Ecofft-.alt. Inc. 

(b)(i), my product is s imilar or Identical in composition and labeling 33 Ml. V c-MOO St 
80$ton. MA 02108 to: 

6171422400 Fu 6!7 7424953 EPA Reg . No. 

□ Chock if this is B now addross Product Name 

Section - II 

Amendment · ElCplain below. LJ Finel printed labels in repsonse to 
Agency letter dated 

□ Resubmission in response to Agency lane, dated □ "Me Too· Application. 

□ Notification • Explain below. 

□ 
Other • Explain below. 

Explanation: Use additional pege(s) if necessary. (For section I and Section II .) 

A~ f61__ ()lN~:c-€' vOcJ1-l flo f ,~~,- r1-:D S1?!/rOtcs<Yi'5 

Section - Ill 
1 . Material Thi, Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

B Yes B Yes E] Yes 

~ M"• Plastic 
No No No Glass 

• Certification must If "Yes· No. per If "Yes· No. par Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. location of Net Contents Information 4 . Size(s) Retail Container 1 s g tion of Lebel Directions 

L ' Label LJ Container 

6. Manner in Which Lebel is Affl)(Od lo Product LJ Lithograph □ Other 
Paper filued 
Stenci od 

Section • IV 
1. Contact Point (Complott, itoms directly below for idBntilication of individuel to b• conrected, if necessary, to proce.ss this spp~l'dl'IP)O 

Name if'lk'f/fJAI~ 6 (_ fovcL Title ~Si~,v'y Telephone No. (Include Area Code) 

for 11-4-?-.. ~ff)~ 

Certification 6. DaJe Ap~icetion! • 
I conify that the statements I have made on this form and all attachments thereto are truo, eccurato end complete. Rlltceit od> •• •• • •••• 
I acknowledge that any knowlinglly falso or misleading statement may be punishable by lino or imprisorvTiont or (Stamped I • •• both under applicable law. ,, ••••• 

V • 
2. Signal) v1 ~ A 

I 3.Ti~~~ 
• ••••• I •••• ~ ,.~ ./ • • - - J •••• , 

AlexendN Kollaf e• • 4. Typed Name 5 . Date • • • 
33 t. r r,o,, Street (Jvl" (~, 'l,l,() ( • •• 
Boston, rv,t-\ 02108 

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolata. White • EPA File Copy (original) YaAow • Applicant Copy 
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Fom, Anorovl!ld. 0MB No 2070--0060 

&EPA 
United StatH 

Environmental Protection Agency 
w .. hington, DC 20460 § Registration OPP Identifier Number 

Amendment 2 8 8 3 4 7 
Other 

Application for Pesticide - Section I 
, . Company/Product Nu~r 

4. Company/Product (Name) \ 
2. EPA Product Manager 

PMI 

3. Propo1ed ClaHification ? None D Re,tricted 

5. Name and AddreH of Applicent /Incl, ZJP Cod•/ 6. Expedited Review. In arcorda e with FIFRA Section 3(cll3l 
(b)(il, my product is similar or ide tical In composition and labeling 
to: 

□ Checlc If this is • n•w •ddrus 

\ 

EPA Reg. No. ___ ---,,. ____________ _ 

/ Product Name 

Section - II / 
ed label, in rHponH to 

er dated 
Application. 

ain below. 

Explanation: UH edditionel page(,) If neoeHary. (For Hotlon and Sectlo I.) 

1. Material Thia Product WIH Be Paeka~d In: 

Child-Resistant Packaging 

O ve,· 
□ No 

Unit Packaging 

Ove, 
□ No 

/ 

/ 
/ Sectio'Q - Ill 

\ 
2. Type of Container 

~==o GlaH 
Paper 

• Certification must 
be submitttHI 

1t ·v .. - u:iinh 
Unit Packo/ wgt. 

No. per 
container 

If ·ves· 
Package wgt 

~:-per 

1 

\ ntainer Other (Specify) ______ _ 

3. Location of Net Content. lnformati_:v( 

□ Label □ ConUA,y/r 

6. Manner in Which Label 11 t ed to Product 

/ 

4. Size(s) Retail Container 

- Lithograph 
_ Paper glued 

Stencifed 

Section - IV 

\ 
5. Locetlon of Label Directions 
CJ Onlabel 
c:::::J On Labeling accompanying product 

1. Contact Point (Compl•t• it•ms dir•ctly b•low for ld•ntific1Jtion of individual to b• contact•d, ¥( n•c•ss•ry, to process this epplic1Jtion.J 

Name Title \ Telephone No. (Include Area Code) 

Certification ~ 
I certify that the statement, I have made on this form and 1111 attachments thereto are true, 11cc rate and complete. 
I a cknowledge that any knowingly false or misleading statement may be punishable by fine or i risonment or 
both under applicable law. 

2. Signature 3. Title 

4 . Typed Name 5. Date 

EPA Form 8570-1 tRev. 8-,94) Prov,ous edition• are obsolete. White • EPA File Copy (original) 

6 . Date Application 
Received 

(Stamped) 

Yellow • Applicant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of lnformetion is estimated to average 0.85 hour per 
recpol\le, including time for reviewing instructiou, uarching existing data sources, gathering and maintaining the date needed, and complatlng and 
reviewing the collection of information. Sand comrrto11ta regarding the burden estimate or any other aspect of thie collection of Information, Including 
suggestions for reducing thie burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
WHhington, DC 20460. 

INSTRUCTIONS: Thi• form le to be used for ell applications for new registration, end uta reregistration, amendment, resubmiHion, to applications 
for notification,. final printed labeling, reregistration, ate. In order to process en application for a new registration submitted on thia form, the 
following material muet eccompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 lb) (4)1; 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Fonnulator'e Exemption Statement (EPA Ferm 8570-27); 
4. Five coplea of draft labeling: 
5. ThrH copie1 of eny data aubmltted; 
6. Authori:tation letter where applicable; 
7. MatricH where applicable. 

Submlulon of Labeling - Lebaling ahould first be submitted in the form of drah labels with all applications for new registration. Such draft labels may be 
in the form of typed label text on 8 .5 x 11 inch paper for eubmi81ion or a mockup of the propoaad label. If prepared for mockup, It ahould be A 
constructed in a way es to facilitate storage in an 8.5 x 11 Inch file. Mookup label• significantly smaller than 8.5 x 11 lnchas should be mounted onW 
x 1 1 inch paper for eubmiasion. 
Submluion of Data - Data 1ubmitted In support of this application must ba submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. Firet determine the type of registration 
action, litted in Block A, for which you are 1ubmitting this eppllcation. For applications submitted In connection with New Registration actions, Sections 
I, Ill, and IV muet be completed by the eppllcant. For applications submitted In connection with amended raregistretion actions, resubmiuions, 
notifications, reragistrations, ate., Sections I, II, ond IV must be completed by the applicant. 
Block A • Check the appropriate action for which you are ,ubmltting this form. 

SECTION I · Thi, section must be completed, as applicable, for all registration action,. 

1 . CompenyJProduct Number · Insert your Company Number, if one has been assigned by EPA. Thia number may have bean aHigned to you as e 
besic ragi1trant, e distributor, or as an asteblishment. If your product is registered, insert the Product Number. 

2. EPA ProduQt Manager · If known, fill in the name and PM number of the EPA Product Manager. 
3 . Propoeed Cl88slfioetlon • Specify the proposed classification of this product. 
4 . Product Name - Entor the complete product name of this pesticide as it will appear on the label. The name muat be apeciflo to thia product only. 

Duplication of names i• not permitted among products of the same company. Do not include any brand name or company line dfflgnationa. 
5 . Name and Addr"e of AppPcant • The name of the firm or paraon end eddraH ahown ln your application ia the person or firm to whom the 

registration will ba ls1ued. If you are acting in behalf of enothar party, you must submit authorization from that party to ect for them in ragittretic 
matter,. An applicant not residing in the United Stetas must heva en authorized agent residing in the United Statas to act for them in all 
registration matters. The name and complete mailing addrass of such an agent must accompany this application. 

6 . Expedited Review - FIFRA aactlon 3 (cl 3 1B) provides for expedited review of applications for registration, or amendments to existing registrations, 
that are llmilar or identical to other pasticide products that a re currently rag.istared with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe it similar to or identical to 
your product. The product mutt be similar or identical in both formulation and labeled u111a. 

SECTION II · Thia section muat be completed for all epplication1 1ubmittad to amend the registration only of I ourrently regiatered product 
(Amendment), for I rasubmlaalon In reaponsa to en Agency latter, for notifications to the Agency, for the submiuion of final printed labeling, for 
reregistration and for any other action that pertains to e specific EPA-registered product. This 111ctlon is J22! ~ !!! uaed for I new epplicetlon for 
regi1tratlon. 
1. Subject of, aubmluion • Check the applicable block and provide the Agency latter date if appropriate. Provide a brief explanation of the purpoee(a) 

for the ,ubmission, such as •the addition of a site, pest or crop (specify)•; •amend the Confidential Statement of Formula by ... "; •reregistration 
subrninion•: •general label revision of UH directions.• Attach e seperete page if additional apace ie needed. 

SECTION Ill (Packaging and Container Information) - This Section must be completed for all applications submitted in connection with new 
registration or eppliaabla amendments. 
1. Type of Packaging - Check the appropriate block If your product will ba packaged in the indicated packaging typH. 

Indicate the size of the individual packet, and number per retail container. 
2. Type of Retell Container - Indicate type of container In which product will be marxeted. 
3. location of Net Contenu • Indicate the location of the net content• lnfo,mation for your product. 
4. Slzel•I of Ret.aU Conteiner • Specify the net contents of all retell containers for your product. 
5. location of Uu Directione • Indicate the location of the use directions for your product. 
6 . Menner in which i.bel is affixed to product - Indicated the method product label is attached to retail container. 

SECTION IV (Contact Point) - Thi, Section must be completed for ell application, for Registration actions, i.e., new products regiatration, 
reeubmiasion, "me-too,• raragl1tretion, etc. 

1-5. Self .. xplanatory. 
6 . EPA UH Only. 
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on ,..,.,.. ,,.,o,. co 

United StetH 

roved. 0MB No 070-0060 

• -
l Environmental Protection Agency Amendment § Registration 

I 
Wuhington, DC 20460 Other 

Application for Pesticide - Section I 
j 1. Company/Product Number 2. EPA Product Manager 3 . Propoaed CleHificetion 

[iii] RHtricted I 4 . Company/Product (Name) 

6. Exp~ ited Review. In accordance with FIFRA Section 3(c)(3) 

PMI 

5. Name end AddrHe of Applic.nt (lncludtl ZIP Cod•J 

IH --· .- \ 
,, 

(b)(i), my product Is similar or identical In composition and labeling 
to: 

EPA Reg. No. _ :..__ -t./ _;..- ___ ...,.,,.;;:::~~~~~ 

.. -
Product Name 

_. 
□ Ch.clc ;r dus is • n•w eddrus 

Section - II 

1

1,, l ■ Amendment • Explain below. .J 
: 1 ~ Re1ubmiHion in rHponae to Agency letter deted _\'""x~::;·=, ===:::-

□ 
□ 
□ 

,,,, 
Final printed label• in rHponH to 
Agenoy letter dated 
-~ Too• Application. 

ILi -· 
' 

L::.J Notification • Explain below. \ 

Explanation: U■e edditional page(■) If nece■-ary. 

• Certification must 
be submitted 

If •ve,· 
Unit Paokegil)O wgt. 

I 
No. per 
container 

■ ... 
Othar • Explain below. -

■ 

3. Location of Net Contents lnformeti 4 . Size(s) Retail Container 5. Location of Lebel Direction■ 
• 

□ Label E3 On Label 
On Labeling eccompenying product 

6 . Menner in Which Label i• A iced to Product 
I 

Uthogreph 
Paper glued 
Stenciled 

Section - IV 
1 . Contact Point (Comp/et• items directly below for identification of individual to b• contected, Vf necessary, to process this eppllcation.J 

Name Title Telephone No. (Include Area Code) ... 
Certification 

I certify that the statements I heve made on this form and all attachments thereto are true, ec~rate and complete. 
I acknowledge that eny knowingly false or misleading statement may be punishable by fine or impriaorvnant or 
both under appliceble lew. 

2. Signature 3. Title 

4. Typed Nam• 5 . Date 

EPA Form 8570-1 IRev. 8-94) Previous edition, are obsolete. Whit• • EPA FIie Copy loriglNI) 

8 . Date Application 
Received 

(Stamped) 

YeUow • AppUc.nt Copy 
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.,. .. 
I PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for thi• collection of informetion i1 estimated to everego 0 .85 hour per 
r•ap~ns•. including time for rev,ewing instructiocis, aaarching existing data sources, gathering and maintaining the data needed, and completing ■nd 
reviewing tho collection of information. Send corrnter,ts regarding the burden estimate or any other a1peot of thi1 collection of information, including 
suggestions for reducing this burden, to Chief, lnformttion Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Str-■t, SW, 
W■■ hington, DC 20480. 

INSTRUCTIONS: Thie form is to be u1■d for 11II applications for new registration, end use reregi1tration, amendment, reaubmleaion, to application• 
for JIOtifieatione, final printed labeling, reregillration, etc. In order to proc■u an application for a new regi■tration ■ubmitted on thi■ form, the 
following material mu■t accompany the application: 

1. Certification with Reep■ct to Citation of Dela (EPA Form 8570-29). llf not exempted by 40 CFR 152.81 lb) (411; 
2 . Confidential Stetement of Fonnula (EPA Form 8570-4); 
3 . Formulator'■ Exemption Stetem■nt (EPA Form 8570-27); 
4 . Five copie1 of dreft labeling; 
s. ThrN o(!f)/111 of ■nv deta aubmln.ct; ■ 
6. Authorintion letter where applicable; 
7 . Metric111 where applicable. 

Submiulon of Lat>.llng - Labeling ■hould fir1t be ■ubmitted in the form of dreft label■ with all application■ for new regi■tratlon. Such draft label■ may be 
In the form of typed lab8' text on 8 .5 x 11 Inch pep■r for ■ubmisslon or e mookup of the propoaed label. If prepared for mockup, it ■hould be ~ 
cons tructed in • way es to facilitat• 1ror11g11 in ■n 8 .5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inche. ahould be mounted ort9 
x 11 inch paper for 1ubml11ion. 
Submission of Det■ - Date submitted in support of thi, application muet b■ 1ubmitt11d in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the ln•tructiona listed below before completing thi■ application. First determine th■ type of r■gletr.tion 
action, li1tad in Block A, for which you are submitting this application. For applications submitted in connection with New Registration action,, Section1 
I, Ill, and IV must be completed by tho applicant. For applications submitted in connection with amended reregi1tr11tion actions, r11ubmis■lon1, 
notifications, r■rogi■uatlons. etc., Sections I, II , and IV must be completed by the applieent. 
Block A • Check th■ appropriate action for which you are 1ubmitting this form. 

SECTIQN f -Thie ■■ction muat be completed, H applicable. for all regietration action,. 

1. Company/Product Number - Insert your Company Number, if on■ has bo■n assigned by EPA. Thie number may have been auigned to you as • 
ba1lo r■giltrant, • distributor, or a1 an establi■hment. If your product 11 regi■tered, Insert the Product Number. 

2. EPA Proffu~ Man■IJllr - If known, fill in tho nom■ and PM number of tho EPA Product Manager. 
3. Propa.ed Claulficatlon • Specify the propo111d classification of thi■ product. 
4 . Product Name - Enter the complete product name of this pesticide III it will appear on tho label. Tho name muet be epeoifio to thi• product only. 

Duplication of namea I■ not permitted among products of th■ ■am■ company. Do not include any brand name or company line deelgnations. 
S. Name end Addren of AppAcant • The name of the firm or per■ on and addresa shown in vcur application is th■ per■ on or firm to whom th■ 

regi1tr11tion will b■ i1aued. If you ere acting in behalf of another party. you must aubmit authorization from thet party to act for them in rogi1tr11tion 
metter■ • An applicant not raaiding in the United States muat have an authorized agent residing In th■ United State■ to act for them in all 
r■gisuation m11tt111. The name end oompl■te mailing addr■81 of 1uch an agent must accompany thi■ application. 

6. EJQ,adilad Review - FIFRA section 3 (cl 3 (BJ provides for expedited review of appllcatlona for registration, or amendments to existing rogistretlons, 
that ■re ■imilar or identical to other pesticide products thet are currently regiat■red with the EPA. In order for your application to be eligible for 
expMfited review, you must provide us with th■ EPA Registration Number and product name of the product you believe ia similar to or identical to 
your product. The product muet be ■imilar or identical in both formulation and labeled uH1. 

SECTION II -Thia 11otion must be c0m9leted for ell application, aubmltt■d to emend the r■gietration only of a currendy regi■ter■d product 
(Amendment), for• r■1ubmis■ion In r11pon11 to en Agency letter, for notifications to the Agency, for the eubmiHion of final printed lebeling, for 
roregittration end for any other action that pertains to II specific EPA-reglsterad product. Thi■ 1■ction I■ .!!.Q! 12 !!.!. u■ed for II new application for 
r■gisuatlon. 

1. Subject of 1ubml111ion - Check the applicable block and provide th■ Agency letter date if appropriate. Provide II brief explanation of the purpose(e) 
for tho submiuion, such as •the addition of II site, pest or crop (sp■city)•; "amend the Confidantiel Statement of Formula by ... •; •reregistration 
submieaion": •general label revision of use directions.• Attach a 111p11rate page if edditional apace ia needed. 

SECTION Ill !Packaging and Container Information) - This Section mu1t be completed for 11II applications submitted in connection with new 
registration or appll■able amendments. 
1. Type of P■ck■11in11 - Check the appropriate block if your product will be packaged in the Indicated peckeging ryp1111. 

Indicate the size of th■ individual packet, and number per retail container, 
2.. Tyi,. of R■ten Container - Indicate type of container in which product will be marketed. 
3. Location of Net Content■ - Indicate the location of the net contents information for your produot. 
4. Slz■l•I of Retell Container - Specify the net contents of all retail contalnare for your product. 
5. Location of U11 Direction■ • Indicate the location of the use directions for your product. 
6. Menner In which Isbel i■ affixed to product• Indicated the method product label is attached to retail container. 

SECTION IV (Contact Point) • Thia Section mu1t be completed for all application, for Regi1tr11tion actions, i.e., new product• regi■tration, 
reeubmi1■ion, "me-too,• reragi1tr11tion, etc. 

1-5. Self-explanatory. I 
_. 

6. EPA Ue■ Only. ■ • I ■ 

-■l ! 

J .. 
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

Mr. Alexander Kovel 
EcoHealth, Inc. 

APR I O 2000 

33 Mt. Vernon Street 
Boston, Massachusetts 02108 

Dear Mr. Kovel: 

Subject: Current Labeling on Existing Stocks 
Damrninix 
EPA Registration No. 56783-1 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Your product was identified in a recent walk through in a 
local retail store. It was observed that a portion of the 
required language to be included on the front panel of a 
pesticide product, is located on the bottom panel of the 
rectangular box enclosure on the above referenced product. It 
is mandatory that the following information be included on the 
front panel of a registered pesticide: ingredient statement; 
signal word; skull and crossbones (if required); child haiard 
warning; EPA Registration No.; RESTRICTED USE PESTICIDE; (if so 
classified) and a reference to the location of other precautions. 

You must revise your labeling such that when your product is 
displayed, all the required information on the front panel is 
immediately visible to the consumer. Please submit this revised 
labeling at the next label printing. 

If you have any questions regarding this letter, please 
contact Linda Werrell, of my staff, at 703-308-8033. 

;i;;_,y, »~/-
George T. LaRocca 
Product Manager (1 · 
Insecticide Branch 

Registration Division (7505C) 
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Mr. Alexander Kovel 
EcoHealth, Inc. 
33 Mt. Vernon Street 
Boston, Massachusetts 02108 

Dear Mr. Kovel: 

AUG - 6 1997 

Subject: Labeling on Existing Stocks and Updated Labeling; Final Printed Labeling 
Damminix 
EPA Registration No. 56783-1 
Your Submission Dated April 30, 1996 

In an Agency letter dated April 25, 1996 we requested that you replace (on the tube label 
only) "Keep Out of Reach of Children" with "Do Not Allow Children or Pets to Handle or Play 
with this Product." This change in precautionary wording is for products (including pet collars, 
certain bait stations, etc.) with a use pattern/delivery mechanism that make "Keep Out of Reach of 
Children" an impractical statement. For example, your product is placed in yards around homes 
where children and pets may have access to them. 

The reason we accepted your tube labeling without comment in our August 29, 1995 
letter was that this new policy was not in place. Please submit new tube labeling to the Agency, 
with the requested labeling change. 

Sincerely, 

George T. LaRocca 
ProductManager13 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 
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ECOHEALTH,INC. 

The Makers of DAMMINIX . .. for control of Lyme Disease carrying ticks. 

Tuesday, April 30. 1996 

George T. LaRocca 
Product Manager, Insecticide Rodenticide Branch 
Registration Division (7505C) 
U.S. Environmental Protection Agency 
401 M Street NW 
Washington DC 20460 

Re: Dommlnix. EPA Reg. II 56783-1 

Dear Mr. LaRocca, 

I have just received your letter of April 251 In which you deal with several separate labelling matters concerning 
Damminlx. Your paragraph 2 concerns t wo items: 

a) the language on the package as to "how Damminix Tick tubes kill ticks ... ". We have no problem with your decision 
that t his needs to be overstlckered until you have had a chance to review the content, since we have already 
overstickered all boxes to obscure the offending language. Moreover, the error is clearly ours and although we 
wish we had your acceptance of this language, we did not give you enough time to consider it and it Is not 
necessary for this season. 

b) the shipments to Fire Island. We thank you for your extension of time to use t he old labelling. 

As to your paragraph 1 concerning the new tube language itself, we seem to be working from different records , 
which I very much hope is not the case. 

When I took over direction of this company In at the end of 1995. Fred De Finis gave me your correspondence of 
August 29, 1994, with its enclosed stamped accepted tube labelling, as the govemlng requlreMent in producing 
the new package and t ube labelling. Since then I have not seen any other item in our files t hat varies t he terms of 
that correspondence. Therefore, in producing t he new packaging for this season I worked from that Augw,t 29 
correspondence. a COF7Y of which is enclosed with this letter. At all points I was particularly careful to exactly track 
what I thought to be the required language. The submitted and accepted tube language in that corre5pondence 
5ay5 WKup out of reach of children". Morr.:over. on r'aee one of that letter. in the l;:1st raragr.?.ph. rd'errin~ to a 
copy of the tube text, it r,ays "Labelling for the Damminix tube is acceptable~. 

I don't see what our ml5take could have been, unless there was some later stamped amendment of the tube 
labelling of which I am not aware. That would be terrible. 1 would be very sorry if t hat Is t he case and we would then 
do what we can to conform. Can you plear,e advise and I am sure we can resolve thl5. Thank you. 

~~ 
• Alexander Kovel •••••• • • • • • 

• ••• • • •••• 
• ••• • • • •• • 

• 

•••••• • • •• 
••••• • • 

• ••• • • •••• 
•••• • • •• 

Your letter cons isted of enclosures and only one page of uxt, ending with the woMe "plus aL7ovi . 
comment5.", without a signature page. I assume that the signature page WD5 inadvertently omitted ai,~ f ~ "ot 
contain any additional comments on pages after page one to which we need to respond. Please let rne w.v. 

• • • •• • 

~ Street, Boston, Massachusetts Gi!++-0 Telephone: (617) 742-2400 Fax: (617).;;Je06~ 
S"'- Ml' vv ... n.c... a...,,oe, t'il- 'l'f{'1 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

AUG 2 9 1994 
OFFICE OF 

PESTICIDES AND TOXIC 
SUBSTANCES 

Mr. Fred DeFinis 
Ecohealth, Inc. 
110 Broad Street 
Boston, MA 02110 

Dear Mr. DeFinis: 

Subject: Labeling on Existing Stocks and Updated Labeling 
Damminix 
EPA Registration No. 56783-1 
Your Letter Dated August 18., 1994 

The labelins referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide and 
Rodenticide Act, as amended, is acceptable, provided that you make 
the labeling changes listed below before you release the product 
for shipment bearing the amended iabeling: 

1. 

2 . 

Revise Environmental Hazards as follows: 

"This product is extremely toxic to fish and other 
aquatic organisms. Do not apply directly to water, or to 
areas where surface water is present or to intertidal 
areas below the mean high water mark. Do not contaminate 
water by disposal of wastes or equipment washwaters." 

The statement (by itself) "Do not apply directly to 
water" is appropriate for products that are residential 
use only. 

Your product contains only one active ingredient. Make 
the term Active Ingredients singular. (Refer to PR 
Notice 93-8). 

• ••• 
Labeling for the Damminix tube is acceptable. With respe•o'i.•CO 

your request to ·..ise existing labeling until August 31, 19~5 :~ 
agree to allow the conditional marketing of Damminix in its cu~ertt 
package and labeling submitted September 1., 1992 throuciff:Atigust ~1, 
1995. It is understood that after September 1, 199~ al! produht 
Packaged and shipped will carry the labeling submitc•s.a•:with .. the •• • ••• subJ"ect letter plus above comments. •••• ••••• • • • • • •• • 

••• • • • •••• 
•••• • • • •• • 

@ Printed on Recycled Paper 
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Submit three copies of your final printed labeling before you 
release the product for shipment. A stamped copy of the labeling 
is enclosed for your records. 

enclosure 

Sincerely, 

eorge T. LaRocca 
Product Manager 13 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• ••• • • • •• • 

• 
• ••• • • •••• 

•••• • • •• 
• 

• •• • • • •••• 
•••• • • • •• • 
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Damminix Carton Label (proposed) 

DAMMINIX 

A TICK TO XI CANT As an aid in the control of ticks (that may carry LYffie Disease) that infest mice and 
nests of mice found around yards, play areas, parks, brush, paths, and in woodlands. 
EPA Reg. No. 56783-1 
ACTIVE INGREDIENTS: 

EPA Est. No. 5693 MAI 

+ • Permethrin .................... · ........................ 7.4% 

INERT INGREDIENTS: 
.......................... ·········· ................... 92.6% 

Total 100.0% 
+ (3-phenoxyphenyl) methyl (+/-)els/trans 3-(2,2 dlchloroethenyl)2, 

2-dimethylcyclopropanecarboxylate. 
• Cls/trans ratio: Min. 35% (+/-)els and max. 65% (+/-)trans. 

CAUTION: KEEP OUT OF REACH OF CHILDREN 

Statement of Practical Treatment · 
IF SWALLOWED-Contact a physician or Poison Control Center 
immediately. 
IF ON SKIN-Remove contaminated clothing and wash affected 
areas with soap and water. 
IF IN EYES-Flush with plenty of water. Call a physician if irrita
tion persists. 

DIRECTIONS F.OEI USE:.•• 
It Is a violation ca adegll law2o use this product In a manner Inconsistent with its 
labeling. : : : : •: 
FOR OUTDOOR.APPliCATION ONLY. For the reduction of ticks associated with 
the mice that serve as reservoirs for pathogens causing Lyme disease and 
babesiosis.J;;jcks feedin9 on these cll'llplals become Infected and may transmit 
diseie~:o~m~ns~ 4ots ~n~ '~{s~.: . . . 

• • _ ~. • : • • •. • •• roi'liest results, place tubes flat on the ground 

FOR TREATMENT AROUND YARDS: Place h.106s within 1 yard of the edge of 
mown lawn, In flower gardens, under bushes and along fences, wherever mice 
may reside. For complete coverage, all brush-covered or wooded areas within SO 
yards surrounding the vard area to be protected should be treated. 
FOR TREATMENT OF WOODLOTS: Tubes should be placed In a contiguous ar
ray (such as a grid design), with no more than 10 yards between tubes In any 
direction. For complete coverage, apply tubes up to the brush-covered edge sur
rounding woodlot. Tubes placed near thickets or rotting logs within the woodlot 
will be more effective than those placed In more open woodland terrain. 
Tubes may be applied anytime between Aprll 1 and mid-September, but should 
be applied at least twice a year. For best results, apply Just prior to the feeding ec
tlvily periods for nymphal (May-June) and larval (August-September) ticks. Tubes 
may els~ be replaced when nesting material Is completely removed. 
STORAGE AND DISPOSAL: . 
Store at room temperature. Do not contaminate water, food or feed by storage and 
disposal. 
Do not reuse empty tubes. The tubes and unused cotton are biodegradable and 
may be left In the application site. If disposal Is desired, wrap tube and put In trash 
collection. · 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 
Avoid contact with eyes and skin. Contact with skin may result In temporary numb
Ing and tingling sensations. Wash thoroughly with soap after handling. 

ENVIRONMENTAL HAZARDS 
This product Is extremely toxic to fish and other aquatic organisms. Do not apply 
directly to water. Do not contaminate water by disposal of wastes or cleaning of 
equip!Tlent. 

ACCEPTED 

ln-~i;,fJ;@~ EALTH, INC. 
AUG 2 9 1991t- . in all brush-covered and wooded areas to be treated. The maximum distance 

between tubes should not exceed 10 yards in any direction. Treatment should be 
limited to areas inhabited by mice, and need not Include mown lawns or open 
grasslands. Tubes should be positioned so that mice have access to the open UT1de:- the Federal ln8eclicide, 
ends. Product works best if not covered by leaves or other material. Fi:nglcide, and Rodenticide. '!-d"' 

as wneuded. for the peellcl e 
regi81cred under EPA Reg. No. 

-CONTENTS: 
24 DAMMINIX TUBES 

each containing 4.5 grams 

$c; 78-f'- I 
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DAMMINIX TUBE LABEL (PROPOSED) 

Damminix 

ACTIVE INGREDIENTS: 
+ • Permethrin .................... · •..•.•.•... : ............ 7.4% 

INERT INGREDIENTS: 
............................•.•••••••..•....••......... 92.6% 

Total 100.0% 
+ (3-phenoxyphenyl) n_,ethyl ( +/-) ell/trans 3-(2,2 dlchloroethenyl)2, 

2-dimethylcyctopropanecarboxytate. 
• Cls/trans ratio: Min. 35% (+/-)els and max. 65% (+/·)trans. 

l CAUTION: KEEP OUT OF REACH OF CHILDREN 

See outer carton for complete directions and precautions 

Net contents: 4.5 grams. 

EPA Reg. No. 56783-1 EPA Est. No. 5693 MAl 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• " . •••• 
• ••• • • • •• • 

• 
• ••• • • •••• 
•••• • • •• 

• 
. .... 
• • • 

• • ••• 
. ·•·-·. • • • •• • 
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SYMBOL 

SURNAME. 

CATE 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Mr. Alexander Kovel 
EcoHealth, Inc. 
33 Mt . Vernon St . 
Boston, MA 02108 

Dear Mr. Kovel: 

Subject: Labeling on Existing Stocks and Updated Labeling 
Damminix 
EPA Registration No . 56783-1 
Your Submissions Dated March 15, March 22, 1996 

The labeling referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable, provided that you make 
tbe labeling changes listed below before your release the product 
for shipment bearing the amended labeling : 

1. On the tube label replace the "Keep Out of Reach of 
Children" with "Do not allow Children or Pets to Handle 
or Play with this Product. " Note that this change is for 
the tube label only. This was also brought to you r 
attention in previous correspondence. 

2 . A review of our files does not indicate approval (stamped 
label) of the paragraph beginning How Damminix Tick Tubes 
Kill Ticks ... Therefore we agree with New York State 
that this passage must be deleted or overstickered until 
we have had the opportunity to review this language 
against the data submitted. We will notify you when 
review is complete but it may take several months. 

With respect to your request for an extension of time to 
use existing labeling we agree to allow the marketing of 
the old box and tube labels (without stickers) submitted 
September 1, 1992 through August 31, 1996. It is 
understood that this permission is for 500 boxes of 24 
tubes and 160 boxes of 96 tubes for shipment to Fire 
Island only . It is understood that all product packaged 
and shipped after August 31, 1996 will carry the labeling
submitted with the subject letter plus above comments. 

COHCURR!HC!S 

..... ·········· ... .......................................................... ············· ................ . 

EPA Form 1320-1A (1/90) Prillltd on Rtcycltd Paper OFFICIAL FILE COPY 
·u.s GPO 1994.522-503/82085 



25

2 

Submit three copies of your final printed labeling before you 
release the product for shipment . A stamped copy of the labeling 
is enclosed for your records. 

Sincerely yours , 

George T . LaRocca 
Product Manager (L3) 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 



26

DAMMINIX® 
A TICK TOXICANT 

■ 

IC 
ACTIVE IIJGREDIEI-JT: 
IMRT lflGREDIEWS: 

.,. • P~rmethrin, 7 .4% 
92.6% 

Total 100.0½ 
+ IJ-~~•F-.?t'~l,,rr,\'J mnT,1 (+/·I c·~ur! li1,2 (f~~O,'('Cl.t~~,n1, 

24 ~ -l't~f ~lf itf C"p.tii C~..D'f\rllf, 
'Cu.h"'t~o·M-, 1)\f+HL;l'ld,..a.t.6S\l+/lt1.it1. 

CAUTION: KEEP OUT OF REACH OF CHILDREN 

See Mt! t,uto~ f~t ,omp.•ere d•tertitr,, !lfld pre~i!1or.s. 
Net Contents: 4.5 grams 

£/'AR,~. 1:0. 56783• l EPl\fsUJo. ~ii93 MA 1 U.S. rJ:em l,o. 4,562,i04 

Ecolil.:v:ru. L\C. flOSTO~. l\lA 112106-2147 

TW APR 1996 
Under the F .. deral lns~liclde,, 
Fungicide, nnd Rudentidd.- Ad 
B k llltl~1ulcd, for lhe pe ,ti,•ide 
r egistered wKler EPA ltc~. No. 

:Sti,7~3 - 1 
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RapidFax 
This Fax was sent using FAXcilitate 
The Premier Fax Software for the Apple Macintosh TM 

To: George LaRocca. - environmental Protection Agency 

Date: 22 Mar 1996, • 16 :05 

iransrnitting (2) page!:>, Including cover sheet. 

Note: 
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- - Createc:l: 22 March 1996, 16:05 - f'age 1 of 1 

Friday, Maroh 22, 1996, 16:04 pm 

G~rge T. LaRocoa 
Product Manager, Insecticide Roc:lenticide 8-ranGh 
Reqi5traeion Divalon (H7505C) 
U.6. Environme111;al Proi;eceion ~e11cy 
1921 Jefferoon DavlEi Hlehway 
Arlin9e0111 VA22202 

Re: Damminix. EPA Reg. # 56730-1 
Al6o Via Fax 700 W5 6596 

Dear Mr. LaRocca, 

Earlier t;oc:lay I vent you a leet er concernlne the ehipment of boxee to Fire l5land. Thi6 seco11d leeterooncern5 only 
the end panel laneuage on our box. 

A6 I meneioned to you, NewYorketateonly accepted the package label of our bo~ of6 and 24for reqietration 
with a provieo ehat we add certail, etickere to oover over lane u~e now appearing on the end panele, whioh reads 
aa, fo llooo: 

"How Damminix ilck iubee kill tick£.: Deer ticks become carrier-5 of ly1118 dic,e.aee l,y feedin,a on mice. 
Damminlx tub«, oontain cotton neeting material impregnated with permt:thrin. TM mioecollu:t the 
cotton to make na>ts; ehe permethrin on the coeton kill!> ehe tiGke. wiehout hurting ehe mioe. T eeeo e;l,ow 
th$ Damminix tub~ are up to 97% effect;ive againe-t infected dur tk,ke." 

New York ~eree i;hat thif> la n9uage le. not cone.ifitent with our EPA aoupted label. I euegeeeec:I that it if> 
oorwiei;ent;, in that ~nt;lally t;he 5ame language, never obj~--ted eo by your office, or by New York or any stat;e, 
wa5 containca on our old paokage. WMther I am right; or noe, New Yorkeaia that the;y had no diecretion: we would 
have to etlcker over the offending lan,auage and delete it from the n~t printing. 6i nee there is no time to reprint 
labelv and repack ehe boxee for thie epri~ seaeon, I a9r~ to do both, but: a5ked if tl'le'y had any objection to my 
e11quiring of EPA If there was a le6s disruptive oolutlon. They did say that: ehey would would abide by an EPA ruling 
but only if a st:ampe.-:1 label amendment accept:ln9 this v,ordlne can beforthcomlng from your office. 

Ne.:::dl«.e to ;;ay, we would prefor not r;o have to ~o t hroueh the delay and~ pen~of 6t:ickering, «.p.xlally for an 
ium that ie- a;; well known ae. Damn,inix and where the offeiwive lang~e hae. bocn pare of the package label foroo 
lol'lg. If required to do e,o we will t>ticker the end panel, and we will a loo delet;e ie for the n~t printin,a, bue we would 
very much appreciate it if you could accept thie, Ma label al118ndment if that it> the proper cour-e;e of action, oo we 
do nothavetodothis. 

If you accept t:hie amendment;, it would beenormouelyapprxiated if a et:ampcJ ors~ned indication of your 
acceptance can be put on thie, ~ter or on e,ome other form and eent; 11.ack to ue- ae, ooon ae, JXl~ibk:, eo I can &end 
it on to New York. I am ~tremelyoorryabout t:heehore noeice, but we aree,hipping product next: wukand of 
cou~e we v.ould like to a\/Oid t>t:ickering the end pane~. 

Pleae,ecall me if you have any queetiont>, and thank you once a9ain for your help. 

Sincerely, 

Alexander Kovel 
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RapidFax 
This Fax was sent using FAXeilitate 
The Premier Fax Software for the Apple Macintosh TM 

To: George Lc1Rocca, - E1wirot1menr.al Protect.ion Agency 

Date: 22 Mar 1996, • 15:26 

iransm1tting (2) pages. including cover sheet. 

Noie: 
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• • Created: 22 March 1996. 15:26 • Pa0~ 1 of 1 

Ale.o Via Fax 70'bo056596 

Friday, March 22, 19%, 15:25 pm 

Geor9eT. La!Zocca 
Product Manager, ln&~ticide Rodenticide e.ranch 
Re,ale,tratlon Divi&ion (H'7505C) 
U.G. Environmental Proteation ~ency 
1921 Jeffereon Davie H~hway 
Arli~ton, VA22202 

Re: Damminix. tPAReg. # 56785-1 

Dear Mr. LaRoc~, 

I am Mnding thi!> l~ter to confirm ourconvereation t;hle morni~ ae, t;o theehipment; of Damminr,: to Fire leland 
t;hie e,e,ae,on. Ae, we diecueeed, inetead of affixin9 the environmcmtal hazard etickere. we had diecooe,ea lae,t; w~k, 
you would prefer t;hat we ue,cthcold l:iox, including the old tub~, for t:hle, limlt<Scl period and area. 

It: ie, undere.rood that permi&eiion to e,hip t:he old boxa> and old t ubee without etickere will apply only to thle, ~n, 
not: beyond Au9ut;t o1, 1996, and only to Fire !eland. Laea; week t oe;tlmated the count to 1:,e in the ran9Cof 400-
500 boxa;. It now t;urne, out, after an exact ooul'lf;, that there are 500 boxee of 24 tu~, and 160 box~ of 96 
tubee each. 

Thank you very much for thle euoo~tion .1111d your help. 

Sincerely, 

Al~nder Kovel 

Eoohealt:h, Inc. 
:;:, Mt. Vernon 6tre~, Boe,t on, MA02103 617 742 2400, fax 617 742 4950 
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~ l111truct/0M on rever.• b•fo,. e1>-rJ•tlr- fonn 

Ei-EA••A United States 

Form .6.nnrovad. OMA No 2070-00Rn · avnires nf..~1-98 

§ Registration OPP Identifier Number 

,.; 1"'\ Environmental Protection Agency Amendment 2 4 4 2 3 S 
Washington, DC 20460 Other 

1. Company/Product Number 
Ecohealth , Inc./56783- 1 

4. Company/Product (Name) 

Ecohealth , Inc . /Damminix 

Application for Pesticide - Section I 
2. EPA Product Maneger 

George LaRocca 

PMI 

3. Proposed Claaeification 

G None D Restricted 

5 . Name and AddreH of Applicant (lnclud• ZJP Cod•I 
Ecohealth, Inc . 

6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
(b)(i), my product is similar or Identical in composition and labeling 
to: 33 Mt . Vernon Street 

Boston , MA 02108 EPA Reg. No. 56783- l 

0 Ch•ck if this is II n•w 11ddr.ss Product Name Darnminix ~--..;;;;;;;;;;.... _________________ _._.;.;.;.;.;;.;.;~----------iiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiii-iiiiiiii--f, 
Section - II 

Amendment• Explain below. 

Resubmieelon In responee to Agency letter dated ______ _ 

Notification - Explain below. 

□ 
□ 
□ 

Explanation: Use additional page(s) if nece99ary. (For section I end Section II.) 

Final printed labels in responae to 
Agency letter dated 
•Me Too• Application. 

Other - Explain below. 

The name " Darnminix" is being modified to read additionally as " Damrninix a Tick 
Toxicant . Tick Tubes " 

Section - Ill 
1. Materla.1 This Produe1 Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packeging 

Dv ... · a::· □ v .. 
□ No • □ No 

"Certification must 
be submlttBd 

If "Yes• No. per 
Unit Packaging wgt. container 

If •ves• 
Package wgt 

No. per 
container 

I 

3 . Location of Net Contents Information 4. Size(s) Retail Container 

D Label D Container 
6 Tube container and 

?t. 'T'11h,., l"'l"'ln-f- !>; n--

2. Type of Container 

§ ~:;:c 
Giese 
Peper 
Other (Specify) ______ _ 

5. Location of Label Directions 
c:::::J On Label 
c::J On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product 1-- Lithograph 
___ Paper glued 

Stancifed 

0 Other _____________ _ 

Section - IV 
1. Contact Point (Compl•t• itsms dirsctly b•low for id•ntiflcstion of fndivldusl to b• contsct•d, if n•c•ssary, to proc•ss this spp/icstion.J 

N,r!exander Kovel title . d Presi ent 
Tele12hone No. (Include Area Code) 

6l.7 742 2400 

Certification 
I certify that the statement• I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledgs that any knowingly falee or misleading statement may be punishable by fine or imprieorvnent or 
both under applicable law. 

' 3. Title 

.... 
6' t:llite Application 

Reeelvad • • • • •• • •• 
: •• .(~ampld) • 
• •••••• • • • •• • • • • • •••• • •••• 2. Signature M _ 

/"'l ~ / -... ..... ___ .__ _____________ ,,_ __ --1~--------------------1 . . . President 
• • • • •••• 

4 . Typed Name 5. Date • • • • 

Alexander Kovel \ April 5, 1996 

EPA Form 8570-1 (Rev. 8-94) Prevsout edition• are obaolote. White· EPA FIie Copy Corlglnell 

•••• • • • •• • 

Y•Aow • AppAcant Copy 
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-------~ 
PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

r "' 
PAl'ERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per 

response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed. and completing and 
reviewing the collection of infonnation. Sand comment• regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (21361. U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: Thie fo.-m is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (b) (4)); 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator'• Exemption Statement (EPA Form 8570-27); 
4. Five copias of draft labeling; 
5. Three coplas of any data submitted; 
6. Authorization latter where applicable; 
7. Matricae where applicable. 

SubmlHlon of labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared tor mockup, It should be 
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 
x t 1 inch paper for aubmiHion. 
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-6. 

SPECIFIC INSTRUCTIONS; Please read the Instructions listed below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. For applications submitted In connection with New Registration actions, Section• 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, rereglstrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check tho appropriate action for which you are submitting this form. 

SECTION I -This section must be completed, aa opplicable, for all registration actions. 
1. Company/Product Number - Insert your Company Number, if one hos been assigned by EPA. This number may have been assigned to you es a 

basio registrant, a distributor, or as en establishment. If your product is registered, Insert the Product Number. 
2. EPA Product Manager - If known, fill in the name end PM number of the EPA Product Manager. 
3. Propoeed Classification - Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide e.s it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and Add, ... of AppRcant - Tho name of the firm or parson and address shown in your application is the person or firm to whom the 

registration will be issued. If you are acting in behalf of another perty, you must submit euthorization from that party to act for them In ragiatration 
matters. An applicant not residing In the United States must have en authorized agent residing In the United States to act for them in all 
registration mettars. The name and complete mailing address of such an agent must 11ccompany this applicatioo. 

6. Expedited Review - FIFRA section 3 (cl 3 (Bl provides for expedited review of applications for registration, or amendments to existing ragistrati 
that are similar or Identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to 
your product. The product must be similar or identical in both formulation and labeled usn. 

SECTION II - This section must be completed for all applications submitted to amend the registration only of a currently registered product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the aubmiselon of final printed labeling, for 
reregistration and for any other action that pertains to a specific EPA-registered product. This section is .!l2l 12 be used for a new application for 
registration. 
1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s) 

for tha submission, such as "the addition of a site, pest or crop (specify)"; "amend the Confidential Statement of Formula by ... "; "reregistration 
submission"; "general label revision of use directions.• Attach a separate page if additional space is needed. 

SECTION Ill (Packaging end Container Information) - This Section must ba completed for all applications submitted In connection with new 
registration or applicable amendments. 
1. Type of PackaJllnj - Check the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the siz: oi tha individual packets and number par retail container. 
2. Type of Retail c~t&Mar - Indicate typa of container in which product will be marketed. 
3. J'b~d<O, of Nat ~tanu - Indicate the location of the net contents information for your product. 
4. "Slza(s)~ f Ratiu~ f lner - Specify the net contents of all retail containers for your product. 
5. (.~~ of UH Directions - Indicate the location of the use directions for your product. 
6. \l.,.•nar In whlclt fo l ls efflxad to product - Indicated the method product label is attached to retail container. 

• • •• ••• • ••• 
SEt,i;,(W IY (Con ct Point) - Thi• Section must be completed for all application■ for Registration actions, I.e., new products registration, 
resubmiselon, "me-aao, • 1areglstratlon, etc. 

• • • 
1-5. Self-e>cplanato7,1. • • 
6. EPA u,e OnJ¥~: • • • 

••• 
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ECOHEALTH, INC. 

The Makers of DAMMINIX . . . for control of Lyme Disease carrying tick~. 

Friday. April 5, 1996 

George T. LaRocca 
Product Manager, ln6ecticide Rodenticide Branch 
Registration Division (7505C) 
U.S. En~·ironmental Protection Agency 
401 M Street NW 
Wa6hington DC 20460 

Re: Damminix. EPA Reg.# 56783-1 

Dear Mr. LaRocca, 

i"lcz,ot •;inti t-wo letten; that, I misaddre%ed by sending them directly to Jefferoon Davi6 Highway, and which were 
returned to me la6t week, and a notification of minor label change concemlng the name Damminix. As the notice 
states. we are adding the name MA tick toxicant - Tick Tubes~ to the name Damminix. 

John Hebert of your office was very helpful. Please thank him for me. 

Thank you. 

Sincerely, ( Q__j 
t;:;.,.,v r 

•••• • •••• 
• 

• • •••••• • 
•••• • • •••• 

• 
• •• • • • •••• 

. ..... ... ... . .... ....... ... ... . ........ ········· ..... .. ............... .. ..... ... .... . 

• ••••• • • • • • 
• ••••• • • •• 
••••• • • •• ••• 

~t. Boston , Massachusetts~ Telephone: (617) 742-2400 F,uc (617) .m:6280 
'?"i, ,A-{f. V .t.r-cM- ~ ot ?'{ l. '{'f 5J 
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ECOHEALTH,INC. 

The Makers of DAMMINIX . . . for control of Ly me Disease carrying t icks. 

AlooVia Fax 703305 6596 

Friday, March 22, 1996, 12:49 pm 

George T. LaRocca 
Product Manager, tm:;ectlcide Rodenticide Branch 
Registration Divl6ion (H7505C) 
U.S. Environmental Protection Agency 
1921 Jeffer6on Davis Highway 
Arlington, VA 22202 

Re: Damminix. EPA Reg.# 56783-1 

Dear Mr. laRocca, 

,, 

I am sending this letter to confirm our conversation this morning as to t he shipment of Damminix to Fire 161and 
this season. As we discu6sed, instead of affixing the environmental hazard stickers we had di6Cu66ed last week, 
you would prefer that we use the old box, including the old tube6, for this limited period and area. 

It i6 under6tood that permission to 6hip the old boxe6 and old tube6 without 6ticker6 will apply only to thi6 6eaoon, 
not beyond Augu6t 31, 1996, and only to Fire l5land. Last week I e6tlmated t he count to be in the range of 400-
500 boxes. It now turns out. after an exact count. that there are 500 boxes of 24 tubes, and 160 boxe6 of 96 
t ube6 each. 

Thank you very much for thi6 6ugge6tion and your help. 

Sin,uely, H 
A,,~, 
Ecohealth. Inc. 
33 Mt. Vernon Street, Bo6ton, MA 02108 617 742 2400, fax 617 742 4953 

•••• • •••• 
• • ••••• • • • • • • • •••••• • • ••••• • • ••• • • • • • •••• • • ••• • • • ••••• 

• •• • • • ••• • 
• •• • . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ~ .. .. • . . ~-... . .... ..... . ............. .... ......... .. ..... ............ ...... ... ... .. ... . -~•-.. , .... . 

110 Broad Streel, Boston, Massachusetts 02110 Telephone: (617) 742-2400 Pax: (617) 350-6260 
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ECOHEALTH, INC. 

The Makers ofDAMMINIX . .. for control of Lyme Disease carry ing tick ~. 

Friday, March 22, 1996. 16:04 pm 

George r. LaRocca 
Product Manager, Insecticide Rodenticide Branch 
Regie;tration Divieion (H7505C) 
U.S. Environmental Protection Agency 
1921 Jeffereon Davie Highway 
Arlington, YA 22202 

R~: DF- rrminix. El''.A R~e- If 56783· 1 
Aleo Via Fax 703 305 6596 

Dear Mr. LaRocca, 

Earlier today I eent you a letter concerning the e;hipment of boxee; to Fire Island. Thie second letter concerns only 
the end panel language on our box. 

Ae; I mentioned to you. New York state only accepted the package label of our boxes of 6 and 24 for regie;tration 
with a provieo that we add certain stickere to cover over language now appearing on the end panele;, which reade 
as followe: 

MHow Damminix fick fubee kill ticke: Deer ticks become carriere of Lyme disease by feeding on mice. 
Damminlx tubee contain cotton nesting material Impregnated with permethrin. The mice collect the 
cotton to make nests; the permethrln on the cotton kills the ticks without hurting the mice. fe6t6 show 
that Damminix tubes are up to 97% effective agalne;t infected deer tfcke" 

New York ase;erts that t his language is not coneie;tent with our EPA accepted label. I e;uggested that It is 
conele;tent, in that ee;e;entially the eame language. never objected to by your office. or by New York or any e;tate, 
wae; contained on our old package. Whether I am right or not. New York said that they had no die;cretion: we would 
have to e;ticker over the offending language and delete it from the next printing. Since there le no time to reprint 
labele and repack the boxee; for this e;pring e;eason, I agreed to do both. but asked if they had any objection to my 
enquiring of EPA If there was a less disruptive eolution. They did say that they would would abide by an EPA ruling 
but only if a e;tamped label amendment accepting this wording can be forthcoming from your office. 

Needless to say, we would i,,refer not to have to go through the delay and expense of stickerlng, especially for an 
item that is as well known as Dam mi nix and where the offene;ive language has been part of the package label for so 
long. If required to do 60 we will 6ticker the end panel, and we will aleo delete it for the next printing, but we would 
very much appreciate it if you could accept thi6 as a label amendment if that is the proper couree of action, 60 we 
do not have to do thi6. 

If you accept this amendment. ft would be enormously appreciated if a stamped or signed indication of your 
acceptance can be put on this letter or on some other form and e;ent back to u6 a6 e;oon a6 possible, so I can 6end 
it on to New York. I am extremely sorry about the short notice. but we are shipping product next week and of 
cour6e we would lfke to avoid 6tickering the end panel6. : • • • 

•••• 
Pleae;e call me if you have any question6, and thank you once again for your help. • 

• • •••••• • 

Alexander Kovel 

•••• • • •••• 
• 

••• • • • •••• 
• ••• • • • : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : : :~ ~::: ~:::: : 

110 Broad S treet, Bost.on, Massachusetts 02110 Telephone: (6 17) 742-2400 Fax: (617) 3.50-6260 

. ... .... 
• • • • • 
• ••••• • • •• 
• •••• • • ••••• 



42

• 

ECOHEALTH,INC . 
. · ~_,, . ' .... ...... ............... ........ ............... ......... ...... .............. ..... ............. ............. . 

The Makers ofDAMMINIX ... jiDx'flrl1ifJ'}(mko{ Lyme Disease carrying ticlis. 

Friday, March 15, 1996 

George T. LaRocca 
Product Manager, Insecticide Rodenticide Branch 
Registration Division (H7505C) 
U.S. Environmental Protection Aqency 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: Dammlnix. EPA Reg.# 56783-1 

Dear Mr. LaRocca, 

Please find enclosed three sets of the new printed labels we have made for our boxes of 24 and 6 tubes. The box 
of 96 label is unchanged. except that, as with the subject of my fax to you last week pertaining to tfle old boxes of 
24, it will have opaque tape covering the reference to "control of" in the title, and It will bear a sticker as follows: 

Precautionary statement: 

Environmental Hazards: This product is extremely toxic to fish and other aquatic organisms. Do not apply 
directly to water or to areas where surface water is present or to intertidal areas below the mean high water 
mark. 

Thank you. 

Sincerely, 

~ 
Alexander Kovel 

•••• • • •••• 
• • • • • •• •• 

•• • • • • ••• 
•••• • • • •• • 

• 
• • • • • • •••• 
•••• • • • •• • 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••• • • 

Xl;:IU~~OO Street, Boston. Mnssachusetts 02&:.l:eJ Telephone: (617) 742-2400 Pax: (6! 7)X'JOE1XCK 
33 Mt. Vernon St.•·, 742 4953 
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ECOHEALTH, INC. 

The Makers of DAMMINIX . . . for 

Aloo Via Fax 703305 6596 

Thur5day, March 14, 1996. 16:20 pm 

George T. LaRocca 
Product Manager. Insecticide Rodenticide Branch 
Registration Division (H7505C) 
U.S. Environmental Protection Agency 
'Nashington. D.C. 20460 

Re: Damminix. EPA Reg.# 56783-1 

Dear Mr. LaRocca. 

Lyme Disease carry ing ticks. 

Thank you very much for being available this aft;emoon by telephoM. By now you will have received the fax that I 
sent you earlier today. I am happY to make the changes you suggested. We are getting a final count in the 
warehouse now, but I estimate the total number of old boxes to be between 400 and 500, of which 370 will ship to 
Fire Island Pines. We will now do two things to each of the old boxes that we ship: 

(1) We will put a piece of opaque tape over the front and the end labels of each box where it says "'for control of 
Lyme disease carrying ticksp. so that at least the word "control" is obscured; and 

(2) we will affix to a blank space on the box an additional sticker that reads: 

Precautionary statement: 

Environmental Hazards: This product is extremely toxic to fo;h and other aquatic organisms. Do not apply 
directly to water or to areas where surface water is present or to intertidal areas below the mean high water 
mark. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
• • • • • •• •• 

• • "' ..... 
• 
••• • • • •••• 

• 
••• • • • •••• 
•••• • • • •• • 

. _ _, ::.. _! Street, Bos t.on, Massachusetts <, .. , . : Telephon e: (61'7). 742-24.00 l;:.lix: (617) ='7'~~ ~
4 9 

S 
3 33 Mt . Vernon Street , Boston , MA 0~10~ q~ 
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RapidFax 
This Fax was se11t tui1tg FAXcilltate 
The Premier Fax Software for the Apple Macintosh'™ 

To: George Lt)Rocc.a. - Environ111enttil Pt·orection Aqency 

Date: 18 Mar 1996, • 15:08 

fransrnittin'3 (2) pages, 1ncludin,3 cover she.et .. 

Note: 
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• • Created: 18 March 1996, 15:07 • P aqe 1 of 1 

AleoViafax 70'3'30565% 

Monday, March 1&, 1996, 14:59 pm 

George T. LaRocca 
Produot Mana¥r, lnvt"<,ticiae Roaenti.:;iae Branch 
Regi&tration Divi~ion (H7505C) 
U.S. Environmental Protection tvaency 
1921 Jeff~n Davi5 H~hway 
Arlin9ton, VA 22202 

Re: Damminix. EPA Reei. # 5678'3-1 

Dear Mr. LaRocca, 

Purouant to ouroonveroation la;t wuk, I want to confirm to you that the old Damminix boxti!i we will bee-hippin~ to 
Fire l~land, with the additional e.tlckero r~erred to in my fax/letter of MarGh 14, contain the pre-1995 Damminix 
tubre. 

1hankyou. 

5incer~ly, 

Alexander Kovel 

Ecoh88lth Inc. 
'3'3 Mt Verron Street, e.ooton, MA 02108, 
felcphone: 617742 2400,faxG17 742-495'3 
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• • Created: 18 March 1996, 15:08 • Pa0e I of 1 

AlwViarax 700305 6596 

Monday, Maroh 1&, 199G, 14:59 pm 

G~rge T. LaRoooa 
Product Manaeer, lne;eceioide Rodeneioide e.ranoh 
R~i~eraeion Di~ion (H7505C) 
U.G. Envlronmeneaf Protection Agency 
1921 JeffM">on Dav~ Highway 
Arlington, VA22202 

Re: Damm! nix. EPA R~. # 56 7S'o-1 

Dear Mr. LaRooca, 

Pureuane eo ourconvereaelon lat:it week, I waneeo oonFlrm eo you ehae eheold Damminix box<!lEi we will bee;hipi,ing to 
rire le.land, wieh chc additional e,tickere referred co in my fax/letter of March 14, contain the pr~ 1995 Damminix 
tu bee. 

Thank you very much for your help. 

5inoerely, 

AJ~anc:ler Kovel 

Eooheaieh Inc. 
:;:; Me Venon Gcreee, !,oe.ton, MA0210S, 
Telephone: 617 742 240q, Fax G17 742 4953 
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RapidFax 
This Fax was sent using FAXcilitate 
The Premier Fax Software for the Apple Macintosh TM 

To: George LaRocca, - Environmentcil f'rotection Agency 

Date: 14 Mar 1996, • 13:08 

irar1smltting (2) pages, including cover sh~. 

Note: 
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RapidFax 
This Fax was sent using FAX.cilitate 
The Premier Fax Sojlwarefor the Apple Macintosh TM 

To: George LciRocca, - Environmental Protect.ion Agency 

Date: 14 Mar 1996, • 16 :22 

r ransmittin~ (2) pages. includintJ cover sh~. 

Note: 
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--------------------------------------------------------------------------------------

• 

. . 

Via Fax 700 005 G59G 

Thureday, Maroh 14, 1996, 16:20 pm 

Gror~ T. LaRocaa 
Product Manager, liwect icide Rodentlcide e.ranch 
Re,aietratio11 Divleion (H7505C) 
U.S. Erwironmental Proceotlon f\aency 
Waeh~ton, D.C. 20460 

Re: Damminix. EPA R~. # 56 7~"!;-1 

Dear Mr. LaRocca, 

Thank you very much for l7eing availal71e thi6 afternoon by telephone. f>y now you will have r~dv~ the fax that I 
eent you earlier today. I am hapi:'Y to ma~ the ohan~ you 6Uf:igel5t~. We are ~ting a final count in the 
warehou5e now, l7ut I eetimatethe total numl7er ofola W-<~ to l7e l7etween 400 and 500, of whic h 070 will 6hip to 
Fire IE>land Pinel5. We will now do two thin~ to each of the old rox~ that we t>hip: 

(1) We will put a piece of opaque tape over the front and the end labele of each box where lt ~a'Jf> "'for control of 
Lyme diee.aee cart:yine tlck5", t>O that at lea6t the word "cont;rol" le ooocured; and 

(2) we will affix ro a blank6paceon the box an additional e-itickerthat read6: 

Pr~autionary etatement: 

Environmental Hazarae: Thif> product ie ~tremdy toxic to f1eh and other a.quatio organie>me. Do not apply 
di root ly to water or to areao where eurfaoe water i5 preeent or to intertidal areae below the mean high water 
mark. 

- ihankyou, 

Ak::<ander Kovel 

Ecohealeh Inc. 
oo Mt Venon Street, Boe.ton, MA02108, 
fclepnone: 617 742 2400, F" ax 617 7 42 4 95:, 
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-- ~ - - - - - --------- ---------- - -----------------------

Via Fax 70"!> :505 6596 

Thureday, March 14, 1996 

O.ro rge T. LaRocca 
Product Mana~r, lrn;ectlcicle Rodcnticlde ~ranch 
Ra,aletratlon Division (H7505C) 
U.5. Environl"rletltal Protection Agtmcy 
W~hi11gton, D.C. 20460 

Re: Damminlx. EPAR~. # 567e,:;.1 

Dear Mr. LaRo.xa, 

I have a qu~tion to aekaboutan 1..111deretandi11g you reached with my pred~6orat Eco~lth, Fred MFini5, and 
to a&k your ~mieelon for a eticker to lu applied to the above lalul on a limited number of oo-xee. 

k I u nderetand the corr86JX>ndence I have read, EPA, acting through your office, irn;t:ructed Eco health to r~ label 
Dammlnix in time for the 1996 seaeon. The offending language whlcn we were aeked to remove were the worde "for 
control of Lyme diseaeecarrying tic~·•, eince the only claim that had been accepted wae "an aid in the cont:rol of 
Lyme dieea6C carrying tic!G". In addition, you re.<:tulred U6 to include certain additiol'lal language In the 
precautionary statement d~ling with environmental hazar.:w, ae re.<:tulred 17yPR Notice 9o-:;. We agreed not to 
6hip product lnool'l6ietent with th86e re.<:tuirements. A.ccordingly, we have been making new boxe.Ei with new label6 
that com~y. 

Although we agreed to d~troy t;heold box~, I wonder whether in the following inet;ance It would be po66ibleto uee 
the old bo~ wit I, a e;t ioker containing the correct L3nguage. One of our lar~t cuetomue, ie. a home ownde. 
aeeooiation, Fire te.land Pinoo, Fire le land, New York. All of lihe product; they uee ie applied l7y a licerwed applioator, 
and tney have been ueing the product for7 or 8, ye-are now. iheytr~t the entire villa9e with@ 9;000 tu!:,~ (ana 
incident;ally have had remarkable r~ulte. ). Everyone in the village ie, well aware of the product and ice, ue,e, It; ie; an 
ie,land not eae,ily aoc«ie.i171e to any ot her ueer. I think you know eno~h about the ciroumetanc"5 and t'>ize of thie 
company to u ndert;tand that it would be very helpful for ue. to u~ oome of the old box~. Unda tne · 
circumetanc~, we propoe.ethat we mak.ethefollowing 5ticker label (7.5 x 1.5 inch~) and apply it to every box, and 
if you require; to every tube~ well. We would be wiliin9 to limit tnie, ~emptio11 to t-hi~onecue.tomer if you oo 
re.<:tuire.:I. vVould tne following lan9ua9e be a9 reeable to you? 

"In order to comply with EPA labellln9 re.<:tuiremente, pleae,e consider the label changed ae. 
followe: (1) the worde. 'for control of Lyme die.eaee carryil'l9 tlc k6' ehoula be6t rlcken wh~~ver 
they appear, and replao~ with the worde, "ae, an aid in the control of Lyme die.e.aee carrying eick6'; 
and (2) The pru:autionary etatement 'Environmental Hazarde,' ehould read ae folio~: ,.hie 
product le, extremely toxic to fieh and other aquatic organie,me,. Do not apply directly to water or 
to areae whereeurface water i6 pr~ent or to intertidal areae, bdow the mean hi9h w.ater mark.' 

When I call~ your office to find out your nix numl7er I wae tola that you would ~out of the offic., t;omorrow. With 
your permi6e.ion, I will therefore call you thie afternoon to fo llow upon this. I am oorryforthe rush, l:,ut it would !:,ea 
very 9reat help to a :;mall company t;o get an early aecie,ion on thle, matter, t>ince the Pi nee i¾)oociation n~ to 
put thie, product out In early April .. Thank you. 

Al~ander Kovel 

Ecohealth Inc. 
oo Mt Veron Street, Booton, MA0210S, 
Telephone: 617 74e 2400, Fax 617 742 495:? 
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Mr. Fred DeFinis 
Ecohealth, Inc . 
110 Broad Street 
Boston, MA 02110 

Dear Mr. DeFinis : 

Subject : Labeling on Existing 
Damminix 
EPA Registration No. 56783-1 
Your Letter Dated August 18, 1994 

The labeling referred to above, submitted in connection with 
registration \..ader the Federal Insecticide, Fungicide and 
Rodenticide Act, as amended, is acceptable, provided that you make 
the labeling cha:·tges listed below before you release the product 
for shipment bearing the amended labeling: 

1. Revise Environmental Hazards as follows: 

"This product is extremely toxic to fish and other 
aquatic organisms. Do not apply directly to water, or to 
areas where surface water is present or to intertidal 
areas below the mean high water mark. Do not contaminate 
water by disposal of wastes or equipment washwaters ." 

The statement (by itself) '\Do not apply directly to 
water" is appropriate for products that are residential 
use only. 

2 . Your product contains only one active ingredient. Make 
the term Active Ingredients singular. (Refer to PR 

L~Notix ~8)~# /J ~ -
w s~ect to your request to use existing labeling unt il 

August , 99S we agree to allow the conditional marketing of 
Damminix in its current package and labeling submitted September 1 , 
1992 through Au9ust 31 , 1995 . It is understood that after 
September 1, \ 995 al~ product packaged and shipped will carry the 
labeling submitted with the subject letter plus above comments . 

COHCURR!HCl!S 

········· ................. . ................................................... ··-····· ......... .. - ................. . 
PriNtd OIi Recycled Paper OFFICIAL FILE COPY 

·u.s. Govetnment Prtnt1n11 Olb: 11X12 - 820-856140672 

I 
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DAMMINIX TUBE LABEL (PROPOSED) 

Damminix 

ACTIVE INGREDIENTS: 
+ • Permethrin .................... · . ....................... 7.41Mi 

Total 100.0CMi 
+ (3-phenoxyphenyl) methyt ( +/·) ell/trans 3-<2,2 dlchloroethenyt)2, 

2-dimethylcyctopropanecarboxytate. 

• Cls/trans ratio: Min. 35% (+/·)eta and max. 65% (+/·)trans. 

- I CAUTION: KEEP OUT OF REACH OF CHILDREN 

See outer carton for complete directions and precautions 

Net contents: 4.5 grams. 

EPA Reg. No. 56783-1 EPA Est. No. 5693 MAl 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

••• • • • •• • 
• 

• • •••••• • 
••• • • • •••• 

• 
• •• • • • •••• 

•••• • •••• 
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Damminix Carton Label (proposectl 

DAMMINIX 

• • • • • 
• • •• • • • • • 
• • • • • • • • • • 

• • • •• •• • •• 
• • • • • • 
• ••• •• • • • 

A TICK TO XI CANT As an aid in the control of ticks (that may carry LYDle Disease) that infest mice and 
nests of mice found around yards, play areas, parks, brush, paths, and in woodla~ ~::: :::: 

• • • • 
EPA Reg. No. 56783-1 
ACTIVE INGREDIENTS: 

EPA Est . No. 6693 MA 1 

+· Permethrin . .... .. ..... . ....... · ........................ 7.4% 

INERT INGREDIENTS: .... 92.6% ................................................... 
Total 100.0% 

+ (3-phenoxyphenyl) methyl (+/-) ell/trans 3-(2,2 dlchloroethenyl)2, 
2-dimethylcyclopropanecarboxytate. 

• Cls/trans ratio: Min. 35% (+/·)cit and max. 65% (+/·)trans. 

CAUTION: KEEP OUT OF REACH OF CHILDREN 
Statement of Practical Treatment 
IF SWALLOWED- Contact a physician or Poison Control Center 
immediately. 
IF ON SKIN- Remove contaminated clothing and wash affected 
areas with soap and water. 
IF IN EYES-Flush with plenty of water. Call a physician if irrita
tion persists. 

DIRECTIONS FOR USE: 
II is a violation of Federal law lo use this product In a manner Inconsistent with Its 
labeling. 
FOR OUTDOOR APPLICATION ONLY. For the reduction of 1kb associated with 
the mice that serve as reservoirs for pathogens causing Lyme disease and 
babesiosis. Ticks feeding on these animals become Infected and may transmit 
disease to humans, dogs and horses. 

. . . . For best results, place tubes flat on the ground 

FOR TREATMENT AROUND YARDS: Place ltJt>&~ ~thin 1 yard of the edge of 
mown lawn, In flower gardens, under bushes and aJong fences, wherever mice 
may reside. For complete coverage, all brush-<XJV8red or wooded areas within SO 
yards surrounding the vard area to be protected should be treated. 
FOR TREATMENT OF WOODLOTS: Tubes should be placed In a contiguous ar
ray (such as a grid design}, with no more than 10 yards between tubes In any 
direction. For complete coverage, apply tubes up to the brush-covered edge sur
rounding woodlot. Tubes placed near thickets or rotting logs within the woodlot 
will be more effective than those placed In more open woodland terrain. 
Tubes may be applied anytime between April 1 and mid-September, but should 
be applied at least twice a year. For best results, apply Just prk>r lo the feeding ac
llvily periods for nymphal (May-June) and larval (August-September) ticks. Tubes 
may also be replaced when nesting material Is completely removed. 
STORAGE AND DISPOSAL: 
Store at room temperature. Do not contaminate water, food or feed by storage and 
disposal. 
Do not reuse amply lubes. The tubes and unused cotton are biodegradable and 
may be left In the applicadon site. H disposal is desired, wrap tube and put In trash 
collection. 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 
Avoid contact with eyes and skin. Contact with skin may result In temporary numb
Ing and lingllng sensations. Wash thoroughly with soap after handling. 

ENVIRONMENTAL HAZARDS 
This product Is extremely toxic lo fish and other aquatic organisms. Do not apply 
directly to water. Do not contaminate water by disposal of wastes or cleaning of 
equipment. 

AC~ lnw~;~ .1.EALTH, INC. 

AUG 2 9 1994 
in all brush-covered and wooded areas to be treated. The maximum distance 
between tubes should not exceed 10 yards in any direction. Treatment should be 
limited lo areas inhabited by mice, and need not Include mown lawns or open 
grasslands. Tubes should be positioned so that mice have access to the open 
ends. Product works best if nol covered by leaves or other material. Under the Federal ln8ttlicide. 

Fungk ide. and Rodenlidde_ ~ct 
af amended. for the pc-••~•de 
N.'l(i&te red undf'r •:PA Kett, No. 

CONTENTS: 
24 DAMMINIX TUBES 

each containing 4.5 grams 

Sc. z&s- I 
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•' 

ECOHEALTH,INC. 

The Makers of DAMMINIX . .. for control of Lyme Disease carrying tick8. 

August 18, 1994 

Mr. George T. LaRocca 
Produc t Manager 
U.S. EPA 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear George, 

To follow up our phone conversation on correcting our labels, EcoHealth proposes the 
following actions: 

1) We propose to use existing labe led components in our warehouse until August 31, 
1995. After that date, the remainder (valued at $35, 000) will be destroyed. 

2) All product shipped after September 1, 1995 will bear the proposed labeling attached. 
(please see both carton and tube label) 

3) We have discovered that the unit of sale listed on the original registration is "one 
tube". We would like to update our files to represent the manner in which the product is 
sold--6, 12, 24, and 96 tube boxes. I have enclosed an amendment reflecting this change. 

If you approve of these proposed changes, please contact me so that I can relay approval 
to the regional EPA office in Boston. 

Thank you. 

Sincerely, 

µ//-~-
Fred DeFinis 

2) y y,-,,,,,_ 
~ &\'a,"); ~ ~ 
'>I'( ~)'\ \.'I.~ I.... l...)t'T\~ ~ 
~ ,~ ... , 'l~ '\so V\. \.~w ~-..,.,. '-l'I~ 

-1,,:\ \ ',, \. '(°''\ Y"\ 0 

\\J;)--~ ~ l!...'-(,_ ~ ::]'fl-~\." 
•• • ~' ~ ~ .:>C ':,'-" \ <.) ""~ ""' • • • 

~(. ~ ~~ 
'~) <.... ~ .... z.. t~~~~ \°' !.J,.; ~ -~ 

'""'\.._.._ ~~ "-- '1 ~ '> ~ ~~"A 
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• • • • • • • 
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• • • • • •••• • • • • . • . 

•••• 
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110 Broad Street, Bost.on. Massachusetts 021 10 Telephone: (617) 742-2400 Fax: (617) 3.50-6260 
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Please read tnstructlons on reverse before completin form. Form proved. 0MB No. 2070-0060. roval expires 6-30-00. 
United States Environmental Protection Agency OPP Identifier Number 

• Office of Pesticide Programs (TS-767) 
Washington, DC 20400 

&EPA Application for Pesticide: D Registration 
□Amendment 

1. Company/ Product Number 2. Date 

-1 8- 18-94 
5. Name and Address of Applicant (Include ZJP Code) 

EcoHealth, Inc 
110 Broad Street 
Boston , Ma 02110 

Check If this is a new address 
6. Product Name 

DAMMINIX 

3. Product Manager 

LaRocca 

Jain b8/ow 

Change to reflect package sizes currently in use 

Section Ill 

~138537 
4. Proposed Classification 

Restric-
General ted 

Date of Letter 

1. Material This Product Will Be Pack 2. Type of Container a.,;;:..:,:.;;::;;;;~..;.;.:;~.:-=,::=;-;.:.~=-=-;..-=.:=~::.;:.:=--,--,-----------.,.,,.,.-----,_..,.._. ________ __,j..._.:...:., 
Child-Resistant Packaging Water-Soluble Packaging Metal 

No Yes No Plastic ....,.._.__ _ __,_~.__ ______ ....... _..._ _ __,,_.._ ________ ~ 
O ves g)No Glass 

Unit package wgt No. per container No. per container Paper 

1=--,,--~---,,..,.,..-:--=---:----:-....,...-:----,-,--+.c-=4_.--:5-:"'--:-=-"".'""":':-=-6-=''-:l,--2..:.., _2_4-='c....9__,_ _____ _,___ _____ -t--__, Other (Specifo/) 
• Location of Net Contents Information 4. Size(s) of Retail Container 

X Label Container 6 , 12 2 4 , 9 6 tube boxes 
. Location of Label Directions 6. Manner in Which Label Is Affixed To Product 

On Label 

On material accompanying product 

Lithograph O Other (Specify) 
Paper glued 

Stenciled 

1. Contact Point (Complete lt8ms directly below for Identification of Individual to be 

Name 

Fred De Finis ••• 
Title 

President 
Telephone No. (Include Area COf/e)a • • 6. Date ~ plltation Received 
17 742- 2400 : : (Stamf)MJ) 

Certification • • • • • 
I certify that the statements I have made on this form and all attachments thereto are true, accurate, anct 
complete. I acknowledge that any knowingly false or misleading statement may be punishable by fine or•• 
imprisonment or both under applicable law. 

2. Signature 

4. Typed Name 

Fre d DeFinis 

EPA Form 8570-1 (Rev. 4-88) Previous editions are obsolete. 

3. TIile 

5. Date Signed 

8-18-94 

• • ••••• 

• • •••••• • 
••• • • • • ••• 

• 
• •• • • • •••• 

•••• • •••• 
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Instructions 
General 

This form is to be used [or all applications for new and amended 
registrations for pesticide products. 

ln order to process an application for new registration submitted 
on this Corm, the CoUowing material must accompany the applica• 
lion: 

1. Offer to Pay Statement (EPA Form 8570-22, •23, or -24). 
(If not exempted by 40 CFR 162.9-l(b).) 

2. 

3. 

Confidential Statement of Formula (EPA Form 857D-4). 

Five copies of draft labeling. 

4. Three copies of any data submitted. 

Subl'lission of Labeling - Labeling should first be submitted in 
the form of draft labels with all applications for new regisrration. 
Such draft labels may be in the form of typed label text on 8 1/2 
x 11 inch paper or as a mockup of the proposed label. If prepared 
as a mockup it should be constructed in such a way as to facili• 
tale storage in an 8 1/2 x 11 inch file. Mock up labels significantly 
smaller than 8 1/2 x 11 inches should be mounted on 8 1/1, x 11 
inch paper for submission. 

Submission of Data • Data submitted in support o[ this applica
tion must be submitted in three copies. In order 10 facilitate 
review, each type of data submit1ed must be bound separately, 
and clearly identified on the (root cover including the date sub
mitted. 

A copy of the application form and a copy of the label should be 
bound in each separate volume of the data. 

All Data For Which Claims or Confidentiality Are Asserted Must 
Be Svbmllted, Bound Separately and Clearly Marked A,,; Such 

Specific 
Please read the instructions listed below before completing this 
application. First determine the type of registration action, Listed 
in Block A, for which you are submitting this application. For 
applications submiued in connection witb New Registration ac• 
dons, Section I, JU, and lV must be completed by the applicant. 
For applications submitted in connection with amended registra• 
tion actions, Sections l, 11, and lV must be completed by the 
applicant. 

Block A. Check the appropriate action [or which you are submit
ting this form. 

Section I · This Section must be completed Cor both Registra
tion and Amended Registration actions. 

1. Company/Product Number- Insert your company number, 
if one has been assigned. This number may have been as
signed to you as a basic registrant, a distributor, or as an 
establishment. If application is for an amendment, insert 
the registration number of the product. 

2. Date - Fill in the appropriate date. 

3. Product Manager - If known, fill in the name and number of 
the Product Manager. 

4. J>,,o~,ed ClassificatiJ:m -Specify the proposed classiflcacion 

tQr Ul~~roduc'-• • • • • 
• • .L 

5. No1ne and Add,,es,of ~'iplicant - The name of the flJlll ot 
f!CSOD "1l!d ad3ress sliown in your application Is the per
sM U l rm to fffcft-¢ F~stration will be issued. If you are 
a.ling~ behalf ~t another party, you must submit autho

'l"~jQ~r?[rom tha.tJ'!~~ to act for them in registration mat• 
ters. • • • • • 
,\r. apR1icant Ndl ~ding in the United ~Cates must have 

e.vi.cf!ll1t>rized agent residing in the United States to act for 

•••• • •••• 
EPA Form 8570·1 (Rev. 4-88) Reverse 

6. 

them in all registration matters. The name and complete 
mailing address of such an agent must accompany this ap
plloation. 

Prod11e1 Nmm - Enter lhe complete product name of this 
pesticide as it will appear on the label. The name must be 
specific to this product only. Duplication o[ names Is not 
permiued among products of the same company. Do not 
include any brand name or company line designations. 

Amendment Information 
Section II - This Section must be completed for all applica
tions submitted in connection with Amended Registration. 

1. Subject of Amendment• Check the appropriate block, and 
provide a bric[ explanation of the purpose(s) for the 
amendment, such as: "the addition of a site, pest, or crop"; 
"to change inert ingredient"; "general label revisions of 
precautionary statementS," etc. 

Packaging and Container Information 
Section III - This Secrion must be completed for all applica· 
tions submitted in connection with New Registration. 

1. Type of Packllging. Check the appropriate block if your 
product will be packaged in the ind:cated packaging types. 
Indicate tbe size of the individual packets and number per 
retail container. 

2. Type of Retail Conrau,er • lndicate type of container in 
which product wm be marketed. 

3. Location of Net Co11tents • Specify the net contents of all 
retail containers (or your product. 

4. Size(s) of Retail ConraiMr - Specify the net contents of all 
retail containers for your product 

5. Location of Use Directions• Indicate the location of the use 
directions for your product 

6. Manlll!T in which label is affixed 10 product • Indicate the 
method prouuct labeling is auaehcd to retail container. 

Contact Point 
Section IV • This Section must be completed for all Registra· 
tion and Amended Registration applications. 

1-5. Self-explanatory. 

6. EPA Use Only. 
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SYMBOL 

UNITED STATES ENVIRONMENT Al PROTECTION AGENCY 

Mr. Fred DeFinis 
President 
EcoHealth, Inc. 
110 Broad Street 
Boston, MA 02110 

Dear Mr. DeFinis, 

10, 1Nl9d0 

~ 

14 JUN 1993 

Subject: Resubmission - Compliance with PR Notice 93-3 Labeling 
Requirements 

Damminix 
EPA Registration Number 56783- 1 
Your Letter Dated June 1, 1993 

With respect to your commitment to comply with the labeling 
requirements of PR Notice 93-3 as outlined in your letter of June 
1, 1993, we agree to allow the continued marketing of Damminix in 
its current packaging in regard to the environmental hazard label 
statement through August 31, 1995. It is understood that after 
September 1 , 1995 all product packaged and shipped will carry the 
new label statement regarding the prohibition of application to 
water and wetlands as well as any other required changes. 

cc: Michael Wood, Director 
Compliance Division 

Sincerely, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (H7505C) 

COHCURREHCES 

··············· ... ················· ................................... ···-············· ······••-•········ 
SURNAME I 
DATE ••i• j;• ,1 .. • ................. ••••••••••••••••• ••••••••••••••••• ••••••••••••••••• ••••••••••••••••• •••••••••••••••••• •••••••••••••••••• 

EPA Foon 1320-1A (1/90) Prinled o,s R~cycled PaIN,r OFFICIAL FILE COPY 
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UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 

j[J I 19ffi 

MEMORANDUM 

SUBJECT: Time Extension for Compliance with PR-Notice 93-3 for 
Damminix (EPA Registration No. 56783-1) 

FROM: Lawrence Culleen, Acting Director 
Registration Division 

TO: Michael Wood, Director 
Compliance Division 

Ecohealth, Inc. has requested an extension to the April 21, 
1994 deadline for compliance with labeling requirements in PR
Notice 93-3 regarding prohibition of application to water and 
wetlands for their pesticide "Damminix" (EPA Reg. No. 56783-1). 

The pesticide is actually a cardboard tube filled with 
permethrin impregnated cotton. The cotton is foraged by mice and 
used as nesting material. The tubes are placed around the 
periphery of yards, parks, woodlands, etc. as an aid in the 
control of disease carrying ticks that infest mice and nests of 
mice a nd subsequently infect animals and humans (Lyme disease). 

The registrant has requested an extension to the deadline 
for labeling changes required by PR-Notice 93-3 in order to 
exhaust their current label inventory. They est~mate that this 
will be accomplished by August 31 , 1995. Based on the limited 
use pattern and formulation of Damminix, we do not anticipate 
significant exposure of the pesticide to water or wetlands. 
Thus, we intend to grant the time extension requested; it is 
understood that after September 1, 1995 all product packaged and 
shipped by the registrant of Damminix will carry the new label 
statement prohibiting application to water. 

If you have any questions concerning this memo, please 
contact George LaRocca of my staff at (703) 305-6100. 

Enclosures 

cc: Jeff Kempter, RD 
Ingrid Sunzenauer, EFED/EEB 

COHCURR!HC!S 

SYMBOl. ~ '7:)7>!:}'' C ... ·············•·••· ····-············ .................. ··-············· ··•··••·•········ 
SURNAME 

. .. ················· ..................................................... ······•··········· 
0,\TE 

EPA Fonn 1320-1A (1/90} Prillled OIi Recycled Pa~r OFFICIAL FILE COPY 
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ECOHEALTH,INC. 

The Makers of' DAMMINIX . . . for· con trol of Lyme Disease carrying tichs. 

VIA FAX 

June 1, 1993 

George T. LaRocca 
Product Manager 
Insecticide Rodenticide Branch 
Registration Division (H7505C) 
U.S. Environmental Protection Agency 

- Washington, D.C. 20460 

Dear George: 

Thank you for your letter of May 17, 1993, regarding P.R. notice 93-3. Our plan for 
implementing this change is as follows: 

1. EcoHealth will continue to sell Dammirrix in its current packaging through 
August 31, 1995. This will exhaust most but not all of our packaging inventory. 

2. Any remaining old packaging/components wm be destroyed to avoid 
possible confusion. 

3. New packaging will be developed which addresses PR notice 93-3 as well as 
any other label improvements which may be required prior to August, 1995. 

4. After September 1, 1995, all product shipped will carry the new wording 
regarding application to water and wetlands as well as any other required changes. 

This plan will allow us to continue operations while making the desired changes. In 
addition, we will emphasize avoiding wetlands in our ,mnual profes~ional rrair.ing 
seminars which cover most of the significant professional organizations using Damm.in ix. 

Please contact me as quickly as possible regarding your approval, as this will have a 
major impact on whether/how we can continue operations. 

Sincerely, 

~/2,.)___ 

Fred DeFinis 
President 

•••••• . . . . . . . . 
• •••• • • 

( . 
• .... 

• • • • •••• 

• ••• • • • ••• 
• 

., .. 
• •••• 
• 

• •• • • ••• 
• • . . . -· .. 

110 Broad S treet, Boston, Massachusetts 021 tO Telephone: (617) 742-2400 Fax: (617) 3.50-6260 



61

,...-----

.,. 

.. : co I ea I t 1 1 c. 

.. 
I .. et ter Oat : ,.) 

1 .. c,, 

I llllt>: I'\ 
l -, { r7 ,, ,.,, 

I Cm p n : f 
.1.

\flcnt on. 

rum: l 

l\tt lC d l)n 

( n 

I 
0

\- f y) t~lf,,. ~c) D, V 

1, c r ,· lVjCc C<;-.... 

)c ( .., 

Th \ 1 UI I 

A I pt r d > ) lur u J or n1 JH o ~I 

Ou I r \X # 6 l 7 / 3 S - 6 2 6 0 

.J.. 

To fax 

n 

I 



62

a 

IJ \\1~11 I\ 

. d -r . 



63

SYMBOL 

SURNAME 

UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 

Mr. Fred DeFinis 
President 
EcoHealth, Inc. 
110 Broad Street 
Boston, MA 02110 

Dear Mr . DeFinis, 

MAY 1 7 1993 
'-'cd - '4a,t~ 

Ii 

Subject: Compliance with Labeling Requirements in 'FR notice 93-3 
Your Letter Dated April 26, 1993 

The above referenced letter to Lawrence Culleen was forwarded 
to me for response . In your letter you indicate that you intend to 
comply with the labeling changes outlined in PR notice 93-3 
concerning the statement prohibiting application to water but 
request an extension from the April 21, 1994 deadline . In order 
for us to consider such a request, you must indicate an estimated 
amount of time needed to comply and/or an agenda for implementing 
the required changes. 

Please feel free to contact me at (703) 305-6100 if you have 
any questions. 

Sincerely, 

George T . LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (H7505C) 

COHCURR!HC!S 

·•····••········ ······· ......... . ................. ·········•····•·· ................................... .................. ····••-··········· 
O"TE i"tilfij"' ................. ················· ................. ................. .................................................... . 

EPA Form 1320-1A (1/90) PrinJed °" R,cycled Papu OFFICIAL FILE COPY 
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• 

-M ~ ~~~ "//'o/";.c- -

__l / ~ ~COHEAL~ . 
. . .. . . .. ..... ... ... .. . . . ... . ....... ······ ...... . .. . ... . ..... . ' ... .. .. ........ ·········· . .. ....... .. ... .. .... ' .... . . 

April 26, 1993 

Mr. Lawrence E. Cu Ileen 
Acting Director 
Registration Division (H 7505 C) 
Environmentai Protection Agency 
Washington, D.C. 20460 

Dear Mr. Culleen: 

We have received PR notice 93-3 "Labeling Statement Prohibiting Application to Water" 
and inte nd to comply as quickly as possible but request an extension from the proposed 
April 21, 1994 deadline. As I expla.ined to Jeff Kempter, EcoHealth is a small company 
(less than $1 mrn ion in sales). In order to buy packaging and other labeled components at 
affordable prices, we purchase several year's supply at a time. Even then, rhe un it cost of 
our labeling (box and tubes) is over $3.00 compared to 3-5¢ for a typical pesticide label. 
T he financ ial cost of complying with the proposed 1994 deadline wou ld be disas trous for 
our company, and for the thousands of people who de pend on Damminix for protection 
from L yme disease carrying ticks. 

Damrninix has much less tox icity and impact on the environment than o ther tick control 
methods. Tn addition, the act.ive ingred.ient (pe nnethrin @ <l/2 ounce A.1./acre) is 
impregnated in the cotton fiber and nearly insoluble in water. 

If Damminix is no longer available, homeowners wi ll be forced to resort to compounds 
that are used at significantly higher rares and have much more environmental impact. If 
you can give EcoHealth some flexibility on the deadline, we will make the desired 
changes as quickly as we are able while continuing ro provide homeowners with the least 
toxic approach to deer tick control. Please contact me regarding an extensio11 to the 
deadline. Thank you for your consideration. 

Sincerely, 

µ/,'.2.;L: 
Fred DeFinis 
P1·esident 

...... . . , 

• • • • 
• • ,f ••• 

• • • • • • 
•••• 

•• •• • • ••• 
• 

• • . . . 
•••• 
• •• • • • ••• 

CERTIF<JED MA IL#655 440 088 
RETURN RECEIPT REQUESTED REC~~~D j"lf/!~ 

• • • •••• • 
• •• • • • ••• • 

REGISTRAT N DIVISION 
H-7 OSC 

i/P '/ 1</fi 

• • .. . . 
•• •• 

. ............... ....... ................................ .. ........... .. .............. . . ... ....... ' ..... .............. ......... .................................. .......... . 

. .. . .. . .. ... . . ... . ' ..... .. ' ............ .................. .. ... . .............. ... .... . . ...... .. ... . ....... ....... . ... ..... ... .. . .. .... .. . ...... ' ' .... .. ................... . 
I JO Broad Street, Boston, Massachusetts 021 10 Telephone: (617) 742-2400 Fax: (617) 3.50-6260 
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[5] From: DCOPP2-POADMIN 3/22/93 8:21AM (12152 bytes: 154 ln, 1 fl) 
Subject: PR Notice 93-3 (3-8-93) 
------------------------------- Message Contents-------------------------------

Text item 1: 

March 9, 1993. 

PESTICIDE REGULATION (PR) NOTICE 93-3 

NOTICE TO MANUFACTURERS, FORMULATORS, PRODUCERS 
AND REGISTRANTS OF PESTICIDE PRODUCTS 

ATTENTION: Persons Responsible for Registration of Pesticides 

SUBJECT: Labeling Statement Prohibiting Application to Water 

This notice explains EPA's policy concerning the labeling 
statement which prohibits application of a pesticide to water and 
specifies a revised statement. Until the new statement is adopted on 
pesticide product labels, the enforcement interpretation in this 
rAi.ce applies to the existing labeling statement. This notice 
pWtains only to the labeling statement on pesticide products and does 
not address the term "wetlands" as defined by EPA with respect to the 
Clean Water Act. 

I. BACKGROUND 

Two issues have arisen regarding the labeling statement which 
prohibits direct application of a pesticide to water: (1) what does 
the term "wetlands" in this statement mean and (2) to which uses does 
the "Do not apply directly to water" prohibition apply? 

A. Meaning of "Wetlands" 

In 1984, EPA changed the "Do not apply directly to water" 
statement on pesticides with outdoor, terrestrial uses to include the 
~ "wetlands." The revised statement read: "Do not apply directly 
tWwater or wetlands (swamps, bogs, marshes, potholes) . " The purpose 
of the change was to extend protection to areas where aquatic life 
might be affected by pesticides. The statement was intended to be 
consistent with the meaning of wetlands as defined in a 1980 Federal 
Register notice pursuant to the Clean Water Act (CWA), Section 404, as 
follows: 

"The term 'wetlands' means those areas that are inundated or 
saturated by surface or groundwater at a frequency and duration 
sufficient to support, and that under normal circumstances do 
support, a prevalence of vegetation typically adapted for life in 
saturated soil conditions. Wetlands generally include swamps, 
marshes, bogs and similar areas." [40 CFR 230.3(t)] 

The Federal Manual for Identifying and Delineating Jurisdictional 
Wetlands, jointly issued by EPA, the Army Corps of Engineers, the Soil 
Conservation Service and the U.S. Fish and Wildlife Service in 1989, 
was written to implement the regulatory definition of wetlands and 
included criteria regarding vegetation types, soil types and wetland 
hydrology. Subsequently, EPA received inquiries from the U.S. 
Department of Agriculture, state regulatory officials, the National 
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Forest Products Association and other groups as to whether the term 
"wetlands'' on pesticide labels has the same meaning as for Clean Water 
Act jurisdiction. As of January 4, 1993, EPA has joined the U.S. Army 
Corps of Engineers in using the 1987 Corps of Engineers Wetlands 
Delineation Manual. This action does not have an impact on this PR 
Notice. 

On April 16, 1991, EPA issued a memorandum to the EPA Regions 
clarifying the meaning of the term "wetlands" on pesticide labels 
(Attachment 1). The key message was that pesticides bearing a 
"wetlands" warning must not be applied directly to water, to areas 
where surface water is present or to intertidal areas below the mean 
high water mark. For enforcement purposes, the presence of residues 
from pesticides bearing a "wetlands" label warning for these areas 
could indicate a "use inconsistent with the labeling" (i.e., misuse). 

To avoid confusion over the meaning of the term "wetlands" on 
pesticide labels versus the meaning of "wetlands" in connection with 
the Clean Water Act, EPA is revising the current water prohibition 
statement by deleting this term. The enforcement interpretation in 
the previous paragraph will remain in effect until the term "wetlands" 
no longer appears on pesticide labeling. 

- B. Use Patterns to Which the Water Prohibition Applies 

A conflict occurs when the "Do not apply directly to water" 
statement is present on the labeling of products which are registered 
for both terrestrial and aquatic uses. While EPA does not intend for 
this statement to apply to the aquatic uses, the uses to which it 
applies are not clear. For example, a product which is registered as 
an insecticide against adult mosquitoes may have both aquatic and 
terrestrial sites in the use directions. Because the current "Do not 
apply directly to water" statement is unqualified, it applies to all 
of the registered sites. To correct this conflict, EPA is revising 
the water prohibition statement to clarify that it applies only to 
terrestrial uses. 

II. POLICY 

In the -Environmental Hazards section of pesticide labeling, the 
stat·ement "Do not apply directly to water or wetlands (swamps, bogs, 
marshes or potholes) ... 11 should be replaced with: 

"For terrestrial uses, do not apply ~irectly to water, or to 
areas where surface water is present or to intertidal areas below 
the mean high water mark." 

This statement will correct the two problems discussed above. 
First, inserting the phrase "For terrestrial uses" at the beginning of 
the water prohibition statement indicates that it applies to 
terrestrial, forestry (except aerial application) and domestic outdoor 
uses only [refer to Appendix A of 40 CFR Part 158 for descriptions of 
these general use patterns]. The revised statement does not apply to 
other general use patterns--aquatic (e.g., mosquito larvicides or 
adulticides, aquatic herbicides, piscicides, slimicides, etc.), 
greenhouse and indoor uses. 

Second, the new statement more clearly describes where pesticides 
intended for terrestrial use may not be applied. In that statement, 
the term "water" means natural or man-made bodies of water such as 
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lakes, streams, rivers, canals, ponds, reservoirs, bays, oceans, etc. 
"Areas where surface water is present" means such areas as swamps, 
bogs, potholes and marshes where water is present on the soil surface; 
this phrase does not include irrigation ditches which have been 
drained. "Intertidal areas below the mean high water mark" means 
coastal and estuarine areas which are exposed during low tide, but 
covered during high tide. 

III. EFFECTIVE DATE AND REQUIRED ACTIONS 

This policy is effective immediately. The Agency intends to 
accept applications for registration of new products with terrestrial, 
forestry (except aerial application) and domestic, outdoor uses only 
if they comply by inserting the label statement shown in Section II. 

Registrants of currently registered products with these same uses 
should also adopt the label statement shown in Section II. If the 
exact wording shown in Section II is used, registrants of existing 
products may accomplish this change by notification to EPA (see 40 CFR 
152.46 or PR Notice 88-6). Alternate wording to the above label 
statement may only be adopted by submitting an application for 
amendment to the appropriate EPA Product Manager and obtaining EPA 
,Ar-oval. To promote uniformity of this particular label statement 
~oss all affected products, EPA does not encourage registrants to 
seek alternate wording. 

Label changes should be made by registrants and distributors no 
later than April 21, 1994. Persons other than registrants or 
distributors should not distribute or sell products after April 21, 
1996 unless the labeling complies with this notice. The Agency may 
issue a notice of intent to cancel or take enforcement action against 
any product that is distributed or sold by a registrant (or 
distributor) after this date unless its labeling complies with this 
notice. If you have questions regarding this policy, you may contact 
Jeff Kempter, Registration Division (703-305-5448). 

/signed/ 

Douglas D. Campt, Director 
Office of Pesticide Programs 
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ECOHEALTH,INC. 

The Makers of DAMMINIX . . . for control of Lyme Disease carrying ticks. 

November 12, 1992 

Mr. George LaRocca 
Product Manager 
Office of Pesticide Programs 
Environmental Protection Agency 
401 M Street S.W. Room 202 
Washington, D.C. 20460 

Dear George: 

Thank you for your advice on labeling. We will exhaust our current supply of printed 
labeling, then incorporate the suggested changes in the next printing. 

As there seems to have been much confusion regarding primary and secondary labels 
over the years, we would like you to review proposed changes before we print new labels. 

Thank you for your help in this matter. 

Sincerely, 

Fred DeFinis 
President 

• •• • • • • • • 

• • •••••• • .. . 
•••••• • 

• • • • • • 
••••• • • • 

• • •••••• • 
.. . . ... 

• • • • •• • • • • • • • • ••• • •• • • ••• 
•• • • • • ••• 

110 Broad Street, Boston, Massachusetts 02110 Telephone: (617) 742-2400 Fax: (617) 350-6260 
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UNITED STATES ENVIRONMENTAL PROTEC 

Mr. Fred DeFinis 
President 
EcoHealth, Inc . 
110 Broad Street 
Boston, MA 02110 

Dear Mr. DeFinis , 

OCT 2 8 1992 

Subject: Current Labeling 
Damminix 
EPA Registrat ion Number 56783- 1 
You r Submission Dated September 1, 1992 

The labeling referred to above, submitted in 
registration under t h e Federal Insect icide , 
Rodenticide Act, as amended , is not acceptable 
given below: 

connection with 
Fungicide, and 
for the reasons 

There appears to be some confusion over label requirements for 
unit packaging as is the case with the subject product. Currently 
the tube label contains some but not all of the label text 
appearing on the carton label . If it is your intention to 
reproduce the carton label text onto the tube label, you must 
reproduce the complete text. As such the following statements as 
stated in our letter of June 26, 1992 must be added to the label: 

• It is a v i olation of Federal law to use this product in 
a manner i nconsistent with its labeling. 

• Precautionary sta..tements 

• Hazards to Humans and Domestic Animals 

Environmental Hazards 

Statement of Practical Treatment 

In addition , i n our letter of February 28, 1989 it is 
stated that the efficacy data on file do not support the 
claim II for control of11 

( Lyme disease carrying) ticks 
instead of "as an aid in the control of. " Delete " for 
control of" from the label. 

Alternatively, you may retain the label text appearing on the 
outer carton l abel and include only the following label statements 
on the unit or tube label : 

COHCURR!HC!S 

.. ······... .. . .. .... . . .. .. . . .. . . ... ..... . ... . . .. ... . ... . ... ........ ........... ..... ....... ........ . .................... ··-..... .... .... . ............... . 

... l ... ........ , ....................... ············· ...................................... ..... ,_ .... .. ................. ·-··-.. ···· .. ··- .................. . 

PrinJuJ 0 11 Reeyc/uJ Paper OFFICIAL FILE COPY 
'U.S. Goverm,en1 Prtntlng Offic<I: 1992 - 620-656/40672 

i-:: 



71

1. Product Name 
2. Ingredient statement 
3. Appropriate Signal Word 
4. Child Hazard Warning 
5. EPA Registration Number 
6. Reference statement to the label of the outer package for 

directions and precautions. 

Sincerely, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 
Registration Division (H7505C) 
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ECOHEALTH,INC . 

The Makers ofDAMMINIX . .. for control of Lyme Disease carrying ticks. 

September 1, 1992 

Mr. George T. LaRocca 
Product Manager 
Insecticide - Rodenticide Branch 
Registration Division 
United States Environmental Protection Agency 
Washington, D.C. 20460 

Dear George: 

We received your letter dated June 26, 1992 referring to our Damminix label (EPA 
56783-1) As we discussed, the suggested changes were made some years ago, but 
perhaps you were looking at an old label. 

Five copies of the corrected labeling which has been in use for at least 4 years are 
enclosed for your files. 

Sincerely, 

Fred DeFinis 

/enc. 

•••••• • • • • • • . . 
•••••• • • • • •• 
••••• .. . 

• • • • • • • 

• •• . .. . 
•••• 

• 

• ••• • • ••• 
• 

• •• • • • •••• 
•• • • • • ••• 

110 Broad Street.. Boskm, Massachusetts 02110 Telephone: (617) 742-2400 Fax: (617) 3.50-626-0 
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CARl'oN LABEL 

A TICK TOXICANT As an aid in the control of ticks (that may carry Lyme Disease) that infest mice and 
nests of mice found around yards, play areas, parks, brush, paths, and in woodlands. 
EPA Reg. No. 56783-1 EPA Est. No. 5693 MAl 
ACTIVE INGREDIENTS: 

+* Permethrin .................... · ........................ 7.4% 

INERT INGREDIENTS: 
....................................................... 92.6°Ai 

Total 100.0% 
+ (3-phenoxyphenyl) methyl (+/-)els/trans 3-(2,2 dichloroethenyl)2, 

2-dimethylcyclopropanecarboxylate. 
• Cls/trans ratio: Min. 35% (+/-)els and max. 65% (+/-)trans. 

CAUTION: KEEP OUT OF REACH OF CHILDREN 

Statement of Practical Treatment 
IF SWALLOWED-Contact a physician or Poison Control Center 
immediately. 
IF ON SKIN-Remove contaminated clothing and wash affected 
areas with soap and water. 
IF IN EYES-Flush with plenty of water. Call a physician if irrita
tion persists. 

DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. • • • · •••• 

• • • • 
FOR OUTDOOR Af!''9ttc6TIQN Qt¢.Y. For the reduction of ticks associated with 
the mice that serve ;,prEJ\ttf)'Ojr;;_tpr pathogens causing Lyme disease and 
babesiosis. Ticks feeding on these animals become infected and may transmit 
disease to humans, dogs and horses. 

To apply, o~'3Zl oo,n enoo of tube. Fo, 6est results, place tubes flat on the ground 
in all brusb-b>vl!ted.arG::ff.ioodedaMas to be treated. The maximum distance 
between tlfll6s Sb0uld not)3xceed 10)1.trds in any direction. Treatment should be 
limited to areas inhabited by mice, and need not include mown lawns or open 
grasslands. Tubes should be positioned so that mice have access to the open 
ends. Product works best if not covered by leaves or other material. 

FOR TREATMENT AROUND YARDS: Place tubes within 1 yard of the edge of 
mown lawn, in flower gardens, under bushes and along fences, wherever mice 
may reside. For complete coverage, all brush-covered or wooded areas within 50 
yards surrounding the vard area to be protected should be treated. 
FOR TREATMENT OF WOODLOTS: Tubes should be placed in a contiguous ar
ray (such as a grid design), with no more than 10 yards between tubes in any 
direction. For complete coverage, apply tubes up to the brush-covered edge sur
rounding woodlot. Tubes placed near thickets or rotting logs within the woodlot 
will be more effective than those placed in more open woodland terrain. 
Tubes may be applied anytime between April 1 and mid-September, but should 
be applied at least twice a year. For best results, apply just prior to the feeding ac
tivity periods for nymphal (May-June) and larval (August-September) ticks. Tubes 
may also be replaced when nesting material is completely removed. 
STORAGE AND DISPOSAL: 
Store at room temperature. Do not contaminate water, food or feed by storage and 
disposal. 
Do not reuse empty tubes. The tubes and unused cotton are biodegradable and 
may be left in the application site. If disposal is desired, wrap tube and put in trash 
collection. · 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 
Avoid contact with eyes and skin. Contact with skin may result in temporary numb
ing and tingling sensations. Wash thoroughly with soap after handling. 

ENVIRONMENTAL HAZARDS 
This product is extremely toxic to fish and other aquatic organisms. Do not apply 
directly to water. Do not contaminate water by disposal of wastes or cleaning of 
equipment. · 

EcoHEALTH, INC. 
CONTENTS: 

24 DAMMINIX TUBES 
each containing 4.5 grams 
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TUBE LABEL 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• •• • • • •••• 
• 

• ••• • • ••• 
• 

• •• • • • •••• 
•• • • • • ••• 
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UNITED ST A TES ENVIRONMENT AL PROTECTION AGENCY 

Mr. Fred DeFinis 
President 
EcoHealth, Inc. 
110 Broad Street 
Boston, MA 02110 

Dear Mr. DeFinis, 

Subject: Da11llllinix 

26 J N 1992 

Follow-Up Review of Label 
EPA Registration Number 56783-1 

In connection with a sample l abel review of the above product 
that had been packaged, labeled and released for shipment, it 
appears that the retail size product label was deficient as 
follows: 

• It is a violation of Federal law to use this product in 
a manner inconsistent with its labeling. 

• Precautionary Statements 

Hazards to Humans and Domestic Animals 

Environmental Hazards 

Statement of Practical Treatment 

In addition, in our letter of February 28 , 1989 it is 
stated that the efficacy data on file do not support the 
claim " for control of" [Lyme dise ase carrying) ticks 
instead of " a s an aid in the control of ." 

The sample labe l collected appears to be the tube label which 
was identified in the original application form of Oc tobe r 20, 1986 
as the retail container size. Please refer to the las t sta mped 
labeling dated July 29, 1988 for further details concerning 
acceptable labe ling for this product and submit five copies of 
corrected finished labeling. 

Sincerely, 

George T. LaRocca 
Product Manager (13) 
Insecticide-Rodenticide Branch 

COHCUR.R! H7 505C 

.................. ....................................................................... " .................... .............. .... --····· 
... ······.. .. ... . . . ......... ... . ... .... ........... .. ················· ................. ················· ···{···-.... .... .... .... - ................. . 

Prinud on Recycled Pa~r OFFICIAL FILE COPY 
·lls. GOY&rMlent P,rlnllng Ollice: 11192 - 620-856140672 
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UNITED ST A T ES ENVIRONMENT AL PROTECTION AGENCY 

L:1:~::s Is 7 t£&~ 
MEMORANDUM ..::j~• !:::,-
SUBJECT: ENFORCEMENT CASE REVIEW REQUEST 

OCM/ECR LOG NO. 92-I-05 
INSPECTION NO. PJR-9205 
Registrant - Ecohealth, Inc. 
EPA Reg. No . 56783-1 (Damminix) 

FROM: George LaRocca, Product Manager 13 
Insecticide-Rodenticide Branch 
Registration Division (H7505C) 

TO: Mary McDonnell, HQ Regional Coordinator 
Case Support Branch 
Compliance Division (EN-342) 

In regard to the specific comments made in the enforcement 
case review memo of 3/12/92, it appears that the sample label 
reviewed is indeed missing the following statements: 

• It is a violation of Federal law to use this product in 
a manner inconsistent with its labeling. 

• Precautionary Statements 

Hazards to Humans and Domestic Animals 

• Environmental Hazards 

• Statement of Practical Treatment 

The sample label collected appears to be the tube label of a 
two package product, outer container label and J.nner tube label . 
The tube seems to be missing some of the required text that 
appears on the container label; however , this requirement was not 
made clear to the registrant in our June 22 , 1987 Notice of 
Registration . We are presently notifying the registrant that the 
product must bear a complete label on both the unit package and 
outer container. 

The statements of practical treatment and the disposal 
statement are slightly different from the last accepted label but 
are nonetheless acceptable. 

The statement " Keep out of Reach of Children" is required to 
appear on the container label; the individual tube label (which 
is apparently the sample submitted) must carry the statement " Do 
not allow children or pets to handle or play with this product . " 

SYMBOi. 

SURHAMc. 

OATE 

EPA Fonn 1320-1A (1/90) 

COHCURR!!HC!!S 

rrison, 
ci•ae-URo tetas: ·· rMn~tt., ... ,. .. ......................... ·········· .. ···--· · .... ······· ······ ·········-······ 
... . .. . . . . . . . .. . . .. . . . . .. .... .. . . ·········· ........................ ···-······ ........ . ·-··-······ ··- ................. . 

Prillled on Recycled Paper OFFICIAL FILE COPY 
'U.S. Government Printllllj Office: 1992 - 820-856/40672 
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I 14·-Tt.1 8 '-; :{/l,-·07B3-/ 
~_// 

UNITED STATES ENVIRONMENTAL PROTECTION 
Washington, o.c. 20460 

AGENCY 

Date:, ?b /;? 
TRANSMITTAL SHEET: ,/ / 

FROM: Case Support Branch, Compliance Division, OCM-OPTS 

TO: TI 
Disinfectant Branch 

Registration Support & Emergency Responce 

The attached inspection file requires technical evaluation 
of the following Product element/s: · 

TI Registration 

TI ( Device ? ) 

~ Labeling 

TI Packaging 

review is requested 

TI Content 

TI Efficacy 

TI Claims 

TI Formulation 

TI Toxicity 

TI Advertising 

TI Other A 

A k~ 
Casl,Oo/er~ · 

- - --- ---------------------
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

REGION I 

J.F. KENNEDY f:EDERAL BUILDING, BOSTON, MASSACHUSETTS 02203-2211 

Date: ?>/ 11.. /q1... 

MEMORANDUM 

SUBJECT: Request for Enforcement Case Review: 
Sample No. OGC. s,-pl<. rSf'.. •nos- -z... 5"• 'h. ()-SfL 

Registrant: ~ Ci? 1-fr, 1-h-- , ! ... , , 
EPA Reg. No.~~::;..a,,6~~~&~1=---~•---------

FROM: 

TO: 
HQ Regional Coordinator 

This jacket is being submitted for the following enforcement 
case review: 

X Labeling 
-~X_Copy of latest accepted label 

---Full Review and comment on differences in 
comparison to label accepted _______ , 
specifically as highlighted on the accepted 
sample label. 
Registration status 
Claims 
Device 
Other 

______ ;..._ __________________ _ 
Specific comments/details regarding this request are 

discussed below: 

~l-+- -:.~pe,,,5 1'-.~ -1..lfow:.-..> i~ J~lt-k> f..,-o-... ~.e. 1.,1:,1/: 

-··-c .. t\, ,-. \,,,i0(>4..'w- o/.. ~~U>I l>,,,J ./,.., ~St .t\..~s p..-.1...IG./. :...., ~ M,,\~r,t\.t ....... 

i~to,.~;~.ft,..~ ~,h.,... ~h 1"">~1.·.,.}" 

:.. ''Keef oJt- of fti~h of- Gl..~~11,.." 

_, 

• (>11L~-h--;,..,v'{ st,~ .. ····.e·,H· s 
I 

fl>":t-~Js .f-.o H'vlNl>.-tS I oo.,.,,~sk, ,4-,,..:""""-;.l.s I i e,,..l,U~-"'"f' 

~► ~,l/".)$. 

1-) ...,'t'-, ~~~,w.,.f 0 ~ pr~C>I +r,.1.f~""J. -g ~~5poS>/ ; .... s+11 ,+.•.,,.s ~f/f>-t" ,I.. J;,&'~e,,.._ 

Please contact me at F~s-Bl~-1/iq if you have any questions;. 

Attachment: Sample Jacket /--A-/ 
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;-~ GOVE RNME NT PRINTING O FFI CE: JCJ77- 7 ( ' J 

U.S. ENVIRONME NTAL PROTECTION A GENC Y 
I. TYPE SAMPLE 2. SAMPLE N O. 

j COLLECTION REPORT P . E . I. " P ru Q ?o" ? c; _ Q?tt 

3. OATE COLLECT 14• PROJ CODE , S. REGION r~~;; NO. 

7. RE GIST RATION N O . 8. ESTABLISHMENT NO. 
NO. 

5 6783-1 5693-MA- 1 2-5 .Q? - - T 
9. D ATE(S) S HIPPE D 10. FLAG 

n/a , Re2ion I e:equest 
11. PRODUCT I DENTIFIC ATION (Nome, Brond, Q.C. S1111emenl, A c tive Ingredient• , Firm Name ond Addro••• otc .) 

Ca rdboard Tube " OAMINIX***ACTIVE I N G R E D I i:- ~!T S : •Pcrmethrin : 7 . 4~~* ... i. 
Et.:OH EALTH, INC . 33 Mount Ve rnon S tr ee t, Bo s ton, MA 02 1 08 ***Cont e n ts : 
4 . 5 gram s l<** " 

I 

12a. PRODUCER ESTA BLI SHMENT 

: C'.J.IT l.-r n n -, rv•"T"1r r~• n ... ,, ~-,,.. 
b . STREET A DDRESS ' - c . CITY d. STATE le. ZIP CODE 

P.O.Box729 Peter St. Webster MA 01570 
13a. SHIPPER 

same as above 

I 
' 

b. STREET A DDRESS c. C ITY d.STATE le. ZIP CODE 

148. DEALER 

n/a 
b. STR EET ADDRESS c . CITY d. STATE le. ZIP CODE 

15. RECORDS AND SAMPLE SENT TO (Spec/£y Jocetlon) 

a . ORIGINAL RECORDS b . PRODUCIN G REGION COP Y c.SAMPLE 

_EPA Region I offices Ret?ion I 
<l SA MPLE DELIVERED TO: e. DA TE f. B/L N O. 

c-n A n _ .,. n/a 
16. L OT OR COD!'NOS. -

1....c.\, i ,g 
'7. a.MOUNT BEFORE SAMPLING 

4 cas P. !'l. 70 bnxP-!'l nP.r r. ;:u::: p 1? /J. 5 n t1 1h Pc: DOl"h 
-

18. DESCRIPTION OF SAMPLE ANO METHOD OF COLLECTION 

1 4 . 5 gram tube taken from prevoiusly un opened shippi n g ca s e , pa c k a ged 
labeled and released for s hipment . phnt o cop j of label as Doc. sample 
19. SAMPLE PREPARED IN THE FOLLOWING MANNER 

Sample(s) identified as "PJR 92D 5 2-5-921 ,:> JR 11 

polybagged,and seal ed with H. D. F. A. seal s , as "PJR 9210 5 2-5-9211 ,Paul J . Ricco ." 
20. RELATED SAMPLES COLLECTED FROM SAME SHIPME NT OR AT THE SAME PP.OOUCER ESTABLISHMENT 

" PJR 9205/9224 2- 5-9211 

2 1. REASON FOR COLLECTION 

Region I reques t 
. 22.. NOTICE OF INSPECTION ISSU ED YI 23. RECEIPT FOR SA MPLES ISSUED I 
. 2 4. REMARKS 

,. 

The l a be l s co llected ha ve been compared· to t he samples that have been 
packaged, l abel ed , and re l eased for s hi pme nt,and have been found to be 
identical. 

. ' 
.. .. .. : . .. ... .. .. 

' . ... . . ' ·-· .. .. 

I 

! 25. SAMPLE COST C V B 126 COLLECTION ST A 27. C OLLECTOR"S NAME~~ SIGNATltE · 

! s n/a D D D Bos ton , HA Pau l J . Ricco ~ J !... (.-/--<) 
' 
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r 
I 

U, S. ENVIRON MENTAL PROTECTION AGENCY 

·-·,.____ __ 

NOTICE OF INSPECTION 
DATE I HOUR ✓ 

2 - 5 - <~ 7._. 0.,' -oO A.M. 
P,M, 

N~E OF INDIVIDUAL 

-~·. ;, t\O\rv \- L-
FIRM NAME F.,iRM ADDRESS (Number, Street, City, State and Zip Code) 

5¼,€..\~ \Jo l \:__cAC.)\ '-"'<] 
_,, 

.. \J--\'..\.v ·s\~t:::\: 
V· 0 . ~)--:.-,x 7 2c:\ 
v,...,(_ ~<\ "-./ \ \·v-,c.,_ 0\5 -l 0 

c:)O 1, ~ - G\\-1,. 0 -- G0..-o0 

•~ lil(AS_?N FOR INSPECTION 
I 

I 

,~ ~~OR THE PURPOSE OF INSPECTING AND OBTAINING SAMPLES OF ANY PESTICIDES OR DEVICES PACKAGED, LABELED, AND 
;J,.t_ RELEASED FOR SHIPMENT, AND SAMPLES OF ANY CONTAINERS OR LABELING FOR SUCH PESTICIDES OR G>EVICES, IN 
:s .· PLACES WHERE PESTICIDES OP DEVICES ARE HELD FOR DISTRIBUTION OR SALE (Sec. 9(a) and 12(a)(2)(B)). 

[iJ1~R THE PURPOSE' OF INSPECTING AND OBTAINING COPIES OF THOSE RECORDS SPECIFIED IN SECTION 8 AND 40 CFR PART 
169. (S.,c. 8 and 12(a)(2)(B)). 

VIOLATION SUSPECTED: {)C) S ~. \ \._)\z. 
\ 

~-c ~..__,t ~ \O•--._ 

v-.~, LL-, \...,6_~ .. c 

~ \S\ ,, \ ~-'.\ \0---

cu...>--"'< --C \ \-{ ~ 

, 

Section 8, 9 (a) and 12 (a) (2) (B) of the Federa I Insecticide, Fung.icicle, and Rodent icicle Act·, as a mended (7 u:s.C. 136 el seq.) are 
quoted on the reverse of this form. · 

EPA Form 3540-2 (Rev. 3•77) PREVIOUS EDITION MAY B€. USED 

UNTIL SUPPLY IS EXHAUSTED 

Original· ESTASLISHMENT COPY 
1· SAMPLE RECORD COPY 
2· REGION COPY 
3· INSPECTOR'S COPY 
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I 
I 
t 
I 
I: ,, 
!: ,. 
L· 

('\AM OF INDIVIDUAL , . 

\Z o 'i-'--r·,: -L , t(] u y .· . D-11· e e. ::-c.c-'. 

SAMPLES COLLECTED (Describe fully. List Registration, ~ot,· Bat~~• .. Mod~l, $_er:i_~I Num~'fJTB and other positive identificat_ions.). 
. . .. ··: . . . , 

0 Z. I v ,'YI 

ACKNOWLEDGMENT OF PRODUCER/REGISTRANT 
The undersigned acknowledges that the samples showrt·above were obtained from pesticides or devices that were 

packa e labeled, and released for shipmen _,. · 

SIG~ TITLE (Own"'\ Operator or Agent) 

\ ..... ( ...__ \)\1.--< ' \ &--

SAMPLES WERE 

D PURCHASED.\,", L D BORROWED 

AMOUNT PAID FOR SAMPLES 

$ Lv ( (_ D CASH D VOUCHER D TO BE BILLED 

N~ME 0( COL~(\CTOR (Print or type) 

'-IC.A_'--· "\ (. ( _, 

TITLE OF COLLECTOR 

~-- , , ' \ (v-

SIGNATURE OF COLLEC:OR n (. ·1. 
., '/'1 , .\. ··7 ~ I //"LJ t'-1....-<....1'"'- ~ -

EPA Form.3540-3 (Rev. 8-75) PREVIOUS EDITION TO BE USED .IJ.NTll. SUPPLY ·1s EXHAUSTED- SAMPLE RECORD COPY 
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'· 
----·- -·· ·-- - --- --· ------ ··-- ----------

I I. VISIT I 

I ESTABLISHMENT IHSPECTIOH REPORT 

( 

11. Rll!GIOH H;' r• INSPECTOR HO. 4. OA TE OF VISIT 
'·ft9j'!Hl~'bl~i"ATION HO. 01 MA 2018 2-5-92 

6. ESTABLISHMENT NAME AND ADDRESS(lnc/ud;nf Str••t, city, •t•t•, 7. RELATED FIRMS 
r ZIP code, county Mld phone numb•r) 

Shield . Packaging Company, Inc. Shield Packaging Company, Inc. 
Peter Street 1565 G Street 
P.O. Box 729 Chino, CA 91710 
Webster, MA 01570 ;, ·. .. •, 

·:· ~: 

(508) 949-0900 " l 
.. , 

r, 

8. TYPE OF ESTABLISHMENT r· TYPE OF OWNERSHIP tOa. TOTAL ANNUAL SALES 10b. PERCENT PESTICluES 
Producer Corporation 6 - 7million 1 - 2% 

11. NAMES AND TITLES OF OF PRINCIPAL OFFICERS, PARTNERS OR OWNERS 

George Bates , President 
Lou Scagzie 

' 
Executive Vice President 

Bruce Simpson ' Vice President Operations 

·• PERSONS INTERVIEWED (Give nam", title, phone number and rcsponoibillty) 

Robert McCollum - Technical Manager 
Ian Copland - Administrative Manager 

~ la. 13b. 13c:. 
PHYSICAL SAMPLES COLLECTED DOCUMENTARY SAMPLES LABELS REVIEWED 

WITHOUT SAMPLES 

EPA RECIS'TRATION NO. S.AMPLENO. 'EP.t.. AEGISTRATION NO. SAMPLE NO. EPA REC.ISTRATION NO. 

56783-1 PJR 9205 3546-27 PJR 9210 572-321 

3546-27 PJR 9206 5693-46-3546 PJR 9211 8590-598 

546-28 PJR 9207 
4816-508-3546 PJR 9212 8590-479 

7176-12 PJR 9208 5693-61-3546 PJR 9213 2347-9 

5693-61-3546 PJR 9214 2398-7 . -
2347-9 PJR 9209 

5693-76-3546 PJR 9215 2398-7 

5693-46-3546 PJR 9216 

14. REMARKS .. 

DOCUMENTARY SAMPLES (Continued) 

3546-27 PJR 9217 5693-61 PJR 9223 
5693-46 PJR 9218 5693-46 PJR 9224 
3546-27 PJR 9219 
4186-508 PJR 9220 . 
7176-6 PJR 9221 
56783-2 PJR 9222 
I~. SIGNATURE OF INSRECTOR I 16}31NSPECTOP'S S~ ,_TIO~,~• . __ ¼ 

o s ton , MA .'!.-<{, / _JJ, 'Uc.--<-; 
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• 

ATTACHED NOTIFICATION 

TO : PM ___ _ 

FROM : REG . SUPPORT BR . 

EPA REG. No. i,_6 7r 3 - I 
CO MPANY NAME v ~ ~(:__ 

NO NEW LABEL 

NEW LABEL ATTACHED 

NEW CSF ATTACHED 

******************************************************************* 

THIS IS AN ADDITIONAL BRAND NAME 

THIS IS A CSF PERMITTED UNDER PR NOTICE 88-6 

THIS IS A LABEL CHANGE PERMITTED UNDER PR NOTICE 88- 6 

****************************************************************** 

THIS WAS SENT T~ SIG FOR CODING AN D/ OR MI CROF I CHI NG 

V- FILE IN JACKET 
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I -

The Maker s of DAMMINIX 

April 14, 1989 

Dr. Alexandre R. Tarsey 
Registration Support Branch 
Registration Division (H7505C) 
Uni red States Environmental Protection Agency 
401 M Street, S.W . 
Washington, D.C. 2.0460 

Dear Dr. Tarsey: 

ECOHEALTH,INO. 

This is in response to your letter of February 28, 1989, concerning our pesticide product, 
Registration No. 56783-1. 

In view of that letter, and after further consideration, we have decided to withdraw our 
notification dated December 7, 1988, and not to pursue the proposed label change. We will 
not be filing an application for an amendment, but instead will use the label previously 
approved. 

/enc. 

/cc:ProductManager 15 

33 Mount Vernon Street. Boston, Massachusetts 02 I 08/ Telephone: (6 I 7) 7'12-2400 
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A TICK TOXICANT For the control of deer ticks, l:wdes dammini (that may carry Lyme Disease) that 
infest mice and nests of mice fo+oun~ds, play areas, p~ks, b., pa,th.d in woodlands. 
EPAReg. No. 56783-1 J1 EPA Est. No. 56~1 FORTREATIIENT AAOUND~AROS:Placetubeswlthln 1 yardoflheedgeof 
ACTIVE INGREDIENTS· ITf rt fl- mown lawn, In flowargardena, under bus/le: and along l8nt'es. wi-mice 

+· Perrnethrin . . : . . . . • .. . ... . ....... . . .•.. ..... ... ; .... . . .. 7.4% ~~":ic,;;,:-yardc:o::::===.cs~wfthln50' 
INERT INGREDIENTS: .__ " - FOR TREAT1IENT OFWOOOLOTS: 1il>eutlouldbeplaced In aoonliguol.m •· 

•••••• • .••••••• • ••••..• • ..• . .•• : . • • • • • • • • • • · • • · • • · · · · · · · 92.6% ,. ray (suet, as a grid dellgn). wllh no IIIOl9 than 10 )lllfds ~ lubes In any 
Total 100.()'M, direction. For complelle c:ovnge, applytubes up ID Iha bruefl..c:c:Ner edge sur

rounding woodlot Tubes placed,-, tllldcl!IB or rolling logs wl1hln the woodlot + (~ ~ ( +I-) cllltnns 3-<2,2 dlchloroelhenyl)2, will be more ell9diYe than.._ placed In more open woodland terrain. 
2-dlmethylcycloprop. -. · ~ Tubes may be appliedanylirne be!MMI Aprtl 1 and m~1iber, but should 

• Clsllrans ratio: Min. 35% ( +I-) c:lnnd max. 65% ( +I-) traM. ~ ;': ~ ~ "- be applied al leasttwlce a~ For best resulla, =- to the~ ao-
tlvity periodstornyrnphal ~)and la!val 11111 Seplel,~ ticb. 1ubN 

CAUTION: KEEP TUBES AWAY FROM CHILDREN 
Statement of Practical Treatment 
IF SWALLOWED-Contact a physician or Poison Control Center 
immediately. 
IF ON SKIN-Remove contaminated clothing and wash affected 
areas with soap _and water. 
IF IN EYE~Flush with plenty of water. Call a physician if irrita
tion persists. 

DIRECTIONS FOR USE: 
It Is a Yiolalion of Fedenll law to UN this pl0duct In a manner b 1C011Siate1 ii Nltl1 Its 
labeling. . 
FOR OUTDOOR APPUCATION OfLY. For the l'9ducllon of t1cb asaoclaled with 
the mice that serve as ntMM>1111 for pathogens causing Lyme disease and 
babealoals Ticks feeding 01'1 ti-. animals become lrNcted and may transmit 
disease ID humans, dogs and hor-. 

may also be replaced when llNllng material Is completely l'MIIOV9d. 
STORAGE AND DISPOSAL: 
Stora al room tempenllure. Donotc:onlamindle--. tood orllledbyllorage and 
disposal. 

Do not reuse empty tubes. The tubes and unused CQQon are biodegradable and 
maybe left In the "Pl• alionllt.11 disposal Is delir9d. wrap_ IID_ and put In lr1llh 
collection. 

PRECN1110NARY SlJILTEIEiltl 
HAZARDS TO HUIIANS I D0IEIT1C ANliW.a -,- . .. .., . 
AYOid contactwilh8)'8■andlllill.Conladwlf'lllclnrna,rllifil1lll'CJ!ll'IIY~ 
Ing and tingling NIISlllona. Wlltl lhoroughlywllh 101palllr_~ 

ENVIRONMENTAL HAZAIIII _ . 
This product Is ~lllllltlDllltland Olher~ormrana, Donolapply 
dlrecttyto water. Do nct0Cllalli8• waler by dilpolll m--■1 or c:INnlng of 
equipmer«. " 

EcoHEALTH. 0Ce1989 
CONTENlS: 

24 DAllillNIX TUBES 
each containing 45 grams 

33 Mount Vernon Slnlll 
Boston, MA02108 
U.S. Patent No. 4.882, 104 

lb apply, OP9fl bolh ends of tube. For belt reaub, pla0etubes tlal011 the QrOuncl 
In alt biuefl-00Y9Ald and wooded area to be tnlaled. The maximum dlillance 
~ tubes 8hould not 8lfC88d 10 ya,ds In any direction. 1l'eetmenl should be 
Hmltecl ID AnlU lnhabltad by mice. and need no! Include mown lawns or open 
~ Tubes should be poeltlolMld ao that mice have access 10 the open 
ends. Product wofb beat H not covered by leaves or 0lher malerial. _ _ 

.. . ~ . , . . . . (?pen Other End 
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pc F o rt-6 A T1cK Tox1cANT 
As an a id in the control ofas (tha~ y carry Lyme Disease)~ t infe~ ice and nests of 

mice found around~ rds, plaT°'areas, parks, brush, path.:,, and in woodlands. 
EPA Reg. No. 56783-1 EPA Est No. 5693 MA1 
ACTIVE INGREDIENTS: 

+ • Permethrin ................... ...... ............ , ... 7 4% 

INERT INGREDIENTS: 
· · · · · · · · · · · .... · · · · · · •. · · · · · · · · · ...................... 926% 

Total 100 0% 
., (3-phenoxyphenyl) methyl ( + -J els/trans 3-(2.2 d1chloroethenyl)2. 

2-dimethytcyclopropanecarboxylate 

· Clsltrans ratio Min. 35% (+ -J els and max 65% (+ -/ trans. 

CAUTION: DO NOT ALLOW CHILDREN OR 
PETS TO HANDLE OR PLAY WITH THIS PRODUCT 
Statement of Practical Treatment 
IF SWALLOWED-Contact a physician or Poison Control 
Center immediately. 
IF ON SKIN- Remove contaminated clothing and wash 
affected areas with soap and water. 
IF IN EYES-Flush with plenty of water. Call a physician if 
irritation persists. 

DIRECTIONS FOR USE: 
It is a v1ola11on of Federal law to use this product In a manner inconsistent with 
IIS labeling 

FOR OUTDOOR APPLICATION ONLY. For the reduction of licks associated 
with the mice that serve as reservoirs for pathogens causing Lyme disease and 
babes1os1s Ticks feeding on these animals become infected and may transmit 
disease to humans. dogs and horses 

To apply, open both ends of tube For best results, place tubes flat on the 
ground in all brush-covered and wooded areas to be treated The maximum 
distance between tubes should not exceed 10 meters In any d1rect1on Treat
ment should be limited to areas inhabited by mice. and need not include mown 
lawns or open grasslands Tubes should be pos111oned so that mice have 
access to the open ends Product works best 1f not covered by leaves or other 
material 

FOR TREATMENT AROUND YARDS: Place tubes within 1 meter or the edge ot 
mown lawn. ,n flower gardens. under bushes and along fences. wherever mice 
may reside. For complete coverage. all brush-covered or wooded areas wIthIn 
50 meters surrounding the yard area to be protected should be treated. 
Replace tube when nesting material Is completely removed. 

FOR TREATMENT OF WOODLOTS: Tubes should be placed tn a conuguous 
array (such as a gr,d design), with no morn than 10 meters between tubes In 
any direction For complete coverage apply tubes up to the brush-covered 
edge surrounding woodlot Placing tubes near thickets or rotting logs w1thon 
the woodlot will be more effective than !hose placed In more open woodland 
terrain 
Tubes may be apphed anytime be!Ween April 1 and mid-September. but should be 
applied at least twice a year For best results. apply JUSI pr,or 10 the feeding actIvIIy 
periods for nymphal (May.June) and larval (August-September) 11cks Replace tube 
when nesting matenal Is completely removed 

STORAGE ANO DISPOSAL: 
Store at room temperature Do not contaminate water food or feed by storage 
and disposal 

Do not reuse empty tubes The tubes and unused cotton are biodegradable 
and may be tell in the apphcallon site If disposal 1sdesored. wrap tube and put 
In trash collec1Ion 

PRECAUTIONARY STA~MENTS 
HAZARDS TO HUMANS & DOMESTIC ANIMALS 
Avoid contact with eyes and skin Contact with skin may result In temporary 
numbing and 11ngling sensauons Wash thoroughly w ith soap after handling. 

ENVIRONMENTAL HAZARDS 
This product 1s extremely toxic 10 hsh and other aquatic organisms Do not 
apply directly to water Do not contaminate water by disposal of wastes or 
cleaning of equipment 

Eco HEAL TH, INC. ¢ 1988 
33 Mount Vernon Street 
Boston. MA 02108 
U.S. Patent No. 4,662,104 

CONTENTS: 
50 DAMMINIX TUBES 

each containing 4.5 grams 
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' 
~~·~ the spring, after April 1, and in the 

September. Two applications are 
elllvellll' .• Treatment can begin at either time~ 

d the summer application is essential. 

Most cases ~cquired in May, June or July 
when the 7'WY'ft~r'rtrl--· size) ticks are feeding. 
Dammini two ways: 

* In by ki)Ung some nymphal ticks. 

W: In th&IDl.a to.late summer: by killing the newly hatched 
larval.ticks that will be next year's infected nymphs. 

'• 
DQ nottomi~thl summer application. 

I 

EcoHEALTH, lNc. 
33 Mount Vernon Street, Boston, MA 02108 

Damminix works, · 
eve~ if neighboring 
land .is not treated. 

Each tube af Damminix kills the ticks 
on mice foraging nearby. If all the 
mouse habitat near your home is pro
perly treated (see diagram), you will 

" protect your home from Lyme disease 
carrying ticks. · 

If your yard is properly treated, there is 
· little threat that you will be bitten by a 
tick migrating from untreated land. 
Ticks do not travel far on their own. 
Even if a tick from elsewhere is carried 
on t.o your land by a hpst such as a bird, 
dog or deer, the risk' of its giving YQU 

Lyme disease is slight. Usually a tick 
· on an animal would already be feeding 
on that animal - and ticks feed only 
once in each stage of their life. 

1ouse habitat. 
r, at 10yard 
Udo 

EcoHEALTH, INc. 
33 Mount Vernon Street, Boston, MA 02108 (617) 742-2400 

I 
r 

1 
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.-,;,. The host of the adult ticks 
but not the source of the infection 

e host of the Im mat 
both larvae and nymp 

source of the infect 

o dete:rmine how 1
- ...... 

ofDarn · · 
uneed: 

~MMINIX 

)Jr • 'You can protect all or any 
part of your property. If you· 

· want to treat only part of it, !:!t::jf~~ 
ch9ose the part you walk· 
through or _use most. · 

Once you s~lect the area 
you want to protect, notice 
how much of it is covered or 
bordered by mouse habitat 
(brush, shrubs, flowerbeds, 
woodpiles, hedges, rock 
walls, deep fallen leaves, 
and similar areas where 
mice can take cover and 
which are therefore likely 
to contain mouse burrows). 
Mice do not live on·your 
lawn. 

When to apply Dammini, . 
Damminix is applied in the sprinE 
summer, as }ate.as mid September. 
recommend~ each year. Treatn 
Both are import.ant, and the summ 

Most cases of~ disease are acq· 
when the nymphal (pinhead size) ti 
Damminix works in two ways: 

)l In the spring: by ki1Hng so1 

• In the midjo late summP,r: 
larval ticks that will be next : 
DQ not.omit the f'IJrnroer appl 
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_ tat therate of24 -acre (approx. 22,000 sq. ft) of mouse ha 
bes are easily p1- ground, in mouse habitat only, at 10 

intervals (see ·. s are n9t nece~ but will do 
h,um. EVeryt · 
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be and a 12-tutie box. 
lications. 
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' 

How Damminix works: 

Deer ticks, (lxodes dammini), become c: 
stage of the tick is particularly dangerc 
active in the spring and early summer ' 

Mice like to make nests of soft natural 1 

permethrin - high]y toxic to ticks. ThE 

Tests have shown that-this method 1 
property against infect.ed ticks and 

• • .._ (actual size of nymphal tick) 

• 
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Mr. Alexander Koval 
P.cohealth, Inc. 
33 Mount Vernon Street 
Boston, MA 02108 

Dear Mr . Kovc 1: 

Subjl'?ct: Label Amendment 
01\MMINIX 
FPA RPgistration No. 567~3-1 
Your LP.tters Dated December 1 and 7, 1988 

The labeling referred to above, submitte1 in connection with 
registration under the Federal Insecticide , FU.ngicide, and Rodenticide 
Act, as amended, is not accPptable for the reason given below. 

- 'T'he efficacy data on file for the subiect product doP.s not 
sufficiently demonstrate "control of" dcPr tlcks . If you want to 
change the phrase "as an aid in the control of" to "for the control 
of" you must submit data in support of the proposed changP, 

Sincerely yours, 

George T. LaRocca 
Product ManaqPr (15) 
Insecticide-Rodenticide Branch 
Registr~tion Division (H7504C) 

57809:I:A-5:LeMaster:LR-10:KENC0:04/03/89:05/12/89:CL:JH:CL 
CONCURRENCES 

EPA Form 1 320-l (l 2-70) OFFICIAL FILE COPY 



92

I 

A~T ---~ ECO HEAL TH, INC . 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ' .... ' ........ . 
The Makers of DAMMINIX 

December 7, 1988 

Ms. Christine Dively 
U.S. Environmental Protection Agency 
Registration Support Branch 
Room 724 Crystal Mall Building 2 
1921 Jefferson Davis Highway 
Arlington, Virginia 

Re: Damminix., EPA No. 56783-1 

Dear Ms. Dively, 

This is a notification of some clarifications in the existing label for the above prcxiuct in 
order to remove an inadvertent error that we committed. 

At the time of the original registration, (June 22, 1987), we misread the intent of paragraph 
3 (f) of George LaRocca's Jetter accompanying the stamped label. 

Paragraph 3 (f) reads: 

"On the n1be label replace the statement 'Keep out of reach of children' with Do not 
allow Children or Pets to Handle or Play with this Product'". 

We mistakenly did not limit this replacement to the tube label, and, because we assumed 
that all labels should have consistent language, we erroneously made the same replacement 
on the main label. 

This has just been brought to our attention. We sincerely regret it, and we agree to change 
the text back to 'Keep out of reach of children' on the very next printing of the label and all 
subsequent printings of this and any other package size. 

Thank you very much for your assistance. 

• • •••••• • 
•• • • • • •• •••• • •• • • • • • • • • • 

••• ••• • • • • •• • •• 
\Enc. • • • •• ••• • • • • • • • • • •• •• • • • • • . • •• • 

•• • • • • •• • 

33 Mount Vernon Street, Bost.on, Massachusetts 02108/ Telephone: (617) 742-2400 
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The Makers of DAMMINIX 

December 1, 1988 

Ms. Christine Dively 
U.S. Environmental Protection Agency 
Regisrration Division TS 767 C 
Room 726 Crystal Mall Building 2 
1921 Jefferson Davis Highway 
Arlington, Virginia 

Re: Damminix, EPA No. 56783-1 

Dear Ms. Dively, 

E CO H EALTH, INC. 

This is a Notification of some clarifications in the existing label for the above product. I 
am enclosing a copy of the old label and of a printer's proof of the final new label. (I have 
been waiting for the final printed sheet itself, but the printers keep pushing the deadline 
back, and I thought it safer to send you the proof text now, since it is identical to the final 
box label). I am also enclosing form 2070--0060. 

To summarize the clarifications: 

1. The word "meter(s)" in the existing label has been replaced by "yard(s)" 
wherever it might have appeared; 

2. The introductory language "As an aid in the control of ticks (that may carry 
Lyme disease)" has been changed to read "For the control of deer ticks, 
lxodes dammini (that may carry Lyme disease)"; 

3. The cautionary statement: "Do not allow children or pets to handle or play with 
thls product" has been changed to read "Keep tubes away from children". 

Thank you very much for your assistance. 

\Enc. 

33 Mount Vernon Street., Boston, Massachusetts 02108/ Telephone: (617) 742-2400 



94

I 

TO : 

E'ROM: 

SUBJECT : 

.--This 

..--Th i s 

This ---
X This 

Q 

UNITED STATES ENV IRONMENTAL PROTECTION AGENCY 

WASHIN GTON , O .C. 204 60 

PM 

Reg. Support Br . 

Attached Notification 

OFFI C E OF 
PES T I C IDES AND TOXI C SUBSTA N CES 

EPA Reg. No . ~_1_,_-:: i1 - 1 

Company Name : _f ( {) J.frc. Hl 
OPP Ide ntifi e r l3,if33 

New Label Attached 

New CSF Attache d 

i s a product name change 

r/ 

is an additional brand name 

is a CSF change permitted under PR Notice 88-6 
..vo, 

is a label c hange~permitted under PR Notice 88- 6 

**************** 

Fi l e it in the Jacket ---

--- Attach it to the jacke t and send to ASG for coding . 

---A copy of the label has been sent t o ASG for microf1ching. 

__ Mark the labe l "NOT REVIEWED. Rece ived per PR Notice 88-6 11 e a nd send i t with t he j acket to ASG for microfiching. 

l--__ These are final printed labels , previously accepted with 
comme nt s . One copy has been se nt to ASG for microfiching 
marked "NOT REV I EWED in accordance with PR Notice 82 - 2 " 

---This covers an amendment prevously s ubmitt ed . You can 
strike it off your backlog . 

___ The r e is a proble m requiri n g yo ur atte ntion: _______ _ 

___ P l ease hand l e . Thi s refers t o your prior corr espondence. 

£ P l ease handl e as an amend me nt. This is not cove red by ( , 0.Y''(i 1 } 
PR Not i ce 88-6 . The registrant has been so informed J ,--ffrv t.. c IO!:.t'/ 

___ Cha nge of address company name Est. No . is being processed . 

**************** 

---Thi s s ~ould ha ve been~ "Non-no t if i cation". The r eg i s trant 
has bee n so advi sed. 
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Please read instructions on reverse before com letin form. Form proved. 0MB No. 2070-0060. roval expires 6-30-90. 

United States Environmental Protection Agency OPP Identifier Number 
Office of Pesticide Programs (TS-767) 

Washington, DC 20460 

&EPA Application for Pesticide: D Registration 
LJ Amendment 

1. Company/ Product Number 2. Date 

56783-1 December 1 
5. Name and Address of Applicant (Include ZJP Code) 

ECOHEALTH , Inc . 
33 Mount Vernon Street 
Boston , MA 02108 

Check If this is a new address 

3. Product Mana.ger 

138533 
4 . Proposed Classification 

Restric-
General ted 

Date of Letter 

C~~H1_'f 7 'I ("7 1i. &fllA..7~· 

j) Or' .1 h o i r o "'f 1 v/f j,,_ f /<., NOTIFICATION 

,A/o't i'r,p <l t - 6 

Section Ill 
1. Material This Product Will Be Packa ed In 2. Type of Container 

..,C""'h...,il'"'d,...,·Re=--s,-ls-ta_n_t ""Pa_c...,.k-ag- i,.....n_g ___ .......,~u- n..,1-t P"'a_c.,.k-ag- i,.....ng---------,.,.,w-a-te-r""'-SO,...,..lu.,..b.,.le- P"'a-c"'"k-ag_,i-ng-----+--.. Metal 

Yes No Yes No Plastic 

O ves O No 
1-lf.._-V,..., ..... a ... ,"--~----------+lf-'",--Y_e .... s,-• - ---'-- ~ ---- ---+----t Glass 

Unit package wgt No. per container Package weight No. per container Paper 

1--,----,--.,.,.,..-=--..,.-,,-----+------~-----_..__ _____ ..__ ____ ----1 _ __, Other (Specify) 
. Location of Net Contents Information 4. Size(s) of Retail Container 

Label Container 
5. Location of Label Directions 6 . Manner In Which Label Is Affixed To Product 

On Label 

On material accompanying product 

Lithograph D Other (Specify) 
Paper glued 

Stenciled 

1. Contact Point (Complete items directly below for Identification of individual to be 

Name 

Alexander Kovel 

Title 

President 
Certification 

Telephone No. (Include Ar&a Code) 

17-742-2400 

I certify that the statements I have made on this form and all attachments thereto are true, accurate, and 
complete. I acknowledge that any knowing! alse or misleading statement may be punishable by fine or 
imprisonment or bo under applicable I . 

2. Signature 3. Title 
President 

4. Typed Name 

Alexander Kovel 

EPA Form 8570-1 (Rev. 4--88) Previous editions are obsolete. 

6. Date Application Received 
(Stamped) 
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Instructions 
General 

This form is to be used for all applications for new and amended 
registrations for pesticide products. 

In order to process an application for new registration submitted 
on this form, the fol.lowing material must accompany the applica• 
tion: 

1. Offer to Pay Statement (EPA Form 8570-22, -23, or ·24). 
(If not exempted by 40 CFR 162.9· l(b ). ) 

2. Confidential Statement or Formula (EPA Form 8570-4). 

3. Five copies or draft labeling. 

4. Three copies o( any data submitted. 

Submission of Labeling • Labeling should first be submitted in 
the form of draft labels with al.I applications for new registration. 
Such draft labels may be in the form of typed label text on 8 1/2 
x 11 inch paper or as a mockup of the proposed label. If prepared 
as a mockup it should be constructed in such a way as to facili• 
tate storage in an 8 l/2x 11 inch file. Mockup labels significantly 
smaller than 8 1/2 x 11 inches should be mounted on 8 1/2 x 11 
inch paper for submission. 

Submission of Data . Data submitted in support of this applica
tion must be submiued in three copies. In order 10 facilitate 
review, each type of data submitted must be bound separately, 
and clearly idemifled on the front cover including the date sub· 
milled. 

A copy of the application form and a copy of the label should be 
bound in each separate volume of the data. 

All Data For Which Claims of Confidentiality Are Asserted Must 
Be Submitted, Bound Separately and Clearly Marked As Such 

Specific 
Please read the instructions listed below before completing this 
application. First determine the type of registration action, listed 
in Block A, for which you are submitting this application. For 
applications submitted in connection with New Registration ac
tions, Section T, III, and IV must be completed by the applicant. 
For applications submitted in connection with amended registra
tion actions, Sections I, 11, and IV mw1t be completed by the 
applicant. 

Block A • Check the appropriate action for which you are submit· 
ting t11is form. 

Section I • This Section must be completed for both Registra
tion and Amended Registration actions. 

1. Company/Product Number - Insert your company number, 
if one has been assigned. This number may have been as
signed to you as a basic registrant, a distributor, or as an 
establishment. If application is for an amendment, insert 
the registration number of the product. 

2. Date - Fill in the appropriate date. 

3. Product Manager. If known, fill in the name and number of 
the Product Manager. 

4. Proposed Classijicatio11 - Specify the proposed classification 
for this product. 

5. Name and Address of ApplicanJ • The name o( the firm oc 
person and address shown in your application is the per
son or firm to whom registration will be issued. lf you are 
acting in behalf of another party, you must submit autho
rization from that party to act for them in registration mat
ters. 

An applicant Not residing in the United States must have 
an authorized agent residing in the United States to act for 

EPA Form 8570-1 (Rev. 4-88) Reverse . 

them in aJJ registration matters. The name and complete 
mailing address of such an agent must accompany this ap- • 
plication. 

6. Product Name • Enter the complete product name of this 
pesticide as it will appear on the label. The name must be 
specific to this product only. Duplication o[ names is not 
permitted among products of the same company. Do not 
include any brand name or company line designations. 

Amendment Information 
Section II • This Section must be completed for all applica
tions submitted in connection with Amended Registration. 

1. Subject of Amendment - Check the appropriate block, and 
provide a brief explanation of the purposc(s) for the 
amendment, such as: "the addition of a site, pest, or crop" ; 
"to change inert ingredient"; "general label revisions of 
precautionary statements," etc. 

Packaging and Container Information 
Section ill · This Section must be completed for aJJ applica· 
tions submitted in connection with New Registration. 

1. Type of Packaging - Check the appropriate block if your 
product will be packaged in the indicated packaging types. 
Indicate the size of lhe individual packets and number per 
retail container. 

2. Type of Retail Contai11<'f • fndicate type of container in 
which product will be marketed. 

3. Location of Net Contents • Specify the net contents of aJJ 
retail containers for your product. 

4. Size(s) of Retail Container . Specify 1he net contents of aJJ 
retail containers for your product. 

5. Location of Use Directions - Indicate the location of the use 
direc1ion.,:, for your product. 

6. Manner ill which label is affw:d to product - fndicate the 
method product labeling ,s attached to retail container. 

Contact Point 
Section IV • This Section must be completed for all Registra
tion and Amended Registration applications. 

1-5. Self-explanatory. 

6. EPA Use Only. 

_., , . 
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EcoUealth, I nc . 
3 3 Mount Vernon Street 
Boston, MA 02108 

• 

Attention : Thomas N. Mather, Ph . D. 

JUL 2 9 1988 

Chief Research Scientist 

Gentlemen : 

Subject: Amendment - Storage Stability Test and Newly 
Clarified Statement 

DAMMINIX 
EPA Registration No. 56783-1 
Your Application Dated February 2 and June 28, 1988 

The labeling referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungi cide , and Rodenticide 
Act, as amended , is acceptable. A stamped copy is enclosed for your 
records . 

The information on storage stability was reviewed and found acceptable 
and placed in the files for the subject product. 

Encl osure 

Sincerely your s , 

George T. LaRocca 
Product Ha nag er ( 1 5 ) 
Insectici de- Rodenticide Branch 
Registration Division (TS- 767C) 

58681: I : Robert: LR- 4 :KENC0 :7/26/88 : 9/7/88 : rw: ek : rw 

CONCURRENCES 

EPA F orm 1320-1 (12-70) OFFICIAL FILE COPY 
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ACCEPTED 
,11~!1 COM!l~NW 

In CPA Letter D .. ted: 

JUL 2 9 1~88 
Unc!cr the Federal I!~coticide, 
~icidc and Rodcnt1c1de Act as 
ome0nded', for the pesticide 
re~ WMler EPA Beg. No. 

5 ~'l8J:rl 
DAMMINIX 

Reg. No. 56783-1 l EPA Est. No. 5693 MAl 

A TT CK TOX I CANT 

For the reducfion of Lyme disease-transmitting ticks and certain other ticks 
that infest mice and nests of mice found around yards, play areas, parks. 
brush, paths, and in woodlands. 

ACTIVE INGREDIENTS : 
+* Permethri n .................. .. ............. . 

INERT INGREDIENTS : .................... .. ............. . 
Tota 1 

7 . 4% 
92.6% 

100 . 0% 

+ (3 -phenoxyphenyl) methyl (+/-) cis/trans 3- (2-dichloroethenyl)-2,2-dimethyl 
cycl opropanecarboxylate 

*Cis/trans ratio: Min. 35% (+/ - ) cis and max. 65% (+/-) trans 

Contents : 4.5 grams (approx. 30 cotton balls) 

IF SWALLOWED-

IF ON SKIN -

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

Statement of Practical Treatment 

Contact a physi cian or Poison Control Center imrne~diat~lj . 

Remove contaminated cl othing and we.sh affected ateas'wit~ ,;:>16'rty 
of soap and water. • 

IF IN EYES- Flush eyes wi th plenty of water. Call a physician if irr{tijiion 
persists. 

EcoHeal th , Inc., 33 Mt . Vernon Str eet, Boston, MA 021 08 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent 
with its labeling. 

FOR OUTDOOR APPLICATION ONLY 

For the reduction of ticks associated with the mice that serve as reservoirs 
for pathogens causing Lyme disease and babesiosis. Ticks feeding on these 
mice become infected and may transmit disease to humans, dogs and horses. 

To apply, open both ends of tube. For best results, place tubes flat on the 
ground in all brush-covered and wooded areas to be treated. The maximum 
distance between tubes should not exceed 10 meters in any direction. 
Treatment should be limited to areas inhabited by mice, and need not include 
mown lawns or open grasslands. Tubes should be positioned so that mice have 
access to the open ends. Product works best if not covered by leaves or 
other material. 

FOR TREATMENT AROUND YARDS AND PATHS: Place tubes within 1 meter of the edge 
of mown lawn, in f1 ower gardens, under bushes and along fences, wherever mi c.e 
may reside. For complete coverage, all brush-covered or wooded areas within 
50 meters surrounding the area to be protected should be treated. Replace 
tube when nesting material is completely removed. 

FOR TREATMENT OF WOODLOTS: Tubes should be place in a contiguous array (such 
as a grid design), with no more than 10 meters between tubes in any 
direction. For complete coverage, apply tubes up to the brush-covered edge 
surrounding woodlot. Tubes placed near thick~ts or rotting logs within the 
woodlot will be more effective than those placed in more open woodland 
tetrain. 

Tubes may be applied anytime between April 1 and mid-Septembef, :b~t shoul~ be 
I I '• 

applied 
feeding 
ticks. 

at least twice a year. For best results, apply just ·priot· to .the. 
activity periods for nymphal (May-June) and larval (A\igusi-Sepfrri;tcr) 
Replace tube when nesting material is completely removed: 

STORAGE AND DISPOSAL 

Store at room temperature. Do not contaminate water, food or feed by strr2ge 
and disposal. 

Do not reuse empty tubes. The tubes and unused cotton are biodegradable and 
may be left in the application site. If disposal is desired, wrap tube and 
put in trash collection. 

•- ;a• ---• 

___ ,. __ - .. ·-
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS & DOMESTIC ANIMALS 

Avoid contact with eyes and skin. Wash thoroughly with soap after handling. 

ENVIRONMENTAL HAZARDS 

This product is extremely toxic to fish. Do not apply to areas where 
contamination of fish bearing waters is likely. Do not contaminate water by 
disposal. 

. . 
1 •...• 

' ' ' 
'' ' 
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EOOHEALTH,INO. 

The Makers of DAMMINIX ... tor Lyme tJcks 

Mr . George T. LaRocca 
Product Manager (15) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 
Environmental Protection Agency 
401 M. Street SW 
Washington, D.C. 20460 

Dear Mr . LaRocca , 

June 28, 1988 

I am writ ing to inform you of an improvment that we are making in the 
wording on the label for Damminix (EPA Reg. No. 56783-1). The new l anguage 
i s i n keeping with the intended pattern of use of thi s product and will 
greatly clarify appli cation informat ion for t he consumer. 

The newly clar ified statement wi l l read as follows: 

"Tubes may be appl ied anytime between April 1 and mid -September, but should 
be applied at l east twice a year. For best results, apply just prior to t he 
feeding activity periods for nymphal (May-June) and larval (August -September) 
ticks. Replace tube when nesting material i s completely r emoved." 

Thi s statement i s highlighted on the draft label enclosed. We will send you 
copies of the l abel containing thi s new language when they arr ive from the 
printer. 

encl. 

Sincerely, 

~ ~-/l1JL__ 
Thomas N. Mather, Ph.D. 
Chief Research Scienti st 

••• 

•• • • • 

•• • •• 
•• • •• 

• • • •• 
• 

• • • • 
• 
• • • • 
• • • • 

33 Moun1 Vernon Street, Boston. Massachusetts 02108/ Telephone: (617) 742-2400 

•••••• • • • • ' • 
• ••••• • • •• 
• ••• • • • ••• •• . . 
• ••• •• • • • • . ...... 

• • • • •• 
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ECOHEALTH,INC . 

.. ...... .. ... . . ... . . ... .. . ... ... ········· ········ ......... . .......................... ' ....... '' ........ ... ........ . . . .. . ... .. . .... .. . . . ... . . . ... . ..... .. . ........ .... .. . .... .. .. . . .. ..... ... ... ... .. . ... ... ..... ' ..... , .... · •·· ...... . .... .... ... ....... .. .... .. ... . ..... .. .......... .. ········ ······ ··· ···· ....................... .. .... ' .............. . . . .. ..... .. . .. ... . . . . ..... ...... ... ····· .................. . .... .. ...... .. ... .................. ' ... ... .. ........... . 

. . ... ... . .. .. ' ................. ..................... ..... .. .. .. .. ····· ........ ............. ... '··· ····· ........... . ················· . ................. .. ......... .. ...... .... . .... . ... ...... .... .... ............ .... .. . ...... . ....... . . . ...... ... ... ..... . ... .. ' ........................................ .................................... . ........ . .. . ..... ······ .. .. .............. ' ........................... . . .. ·· ······· ...... .. ........ . .. .... ' .... ... ...... ' ...... . 
The Makers of DAMMINIX ... tor Lyme ticks 

February 2, 1988 

Mr. George T. LaRocca 
Product Manager (15) 
U.S . Environmental Protection Agency 
Room 207 - Bld . 2 - Crystal Mall 
1921 Jefferson Dav is Hyw. 
Arlington, VA 22202 

Dear Mr . LaRocca, 

We have now completed the 1-year, ambient temperature, storage 
stabi l ity test for DAMMINIX (EPA Reg .# 56783-U. I have enclosed 5 copies 
of the report label ed 63-17 Storage ~tability. Please include thi s new 
report on page 2 of section Lin the Product Chemistry volume original ly 
submitted to you. Thi s report includes all of the storage stability data , 
and thus , replaces the exi sting page 2. 

Please cal l me at (617) 732-2064 if quest ions ari se concerning thi s 
report. As before, we thank you for your support of, and interest in our ·-. 
product. 

Sincerely yours, 

-:r~~ n MaAL___ 
Thomas N. Mather, Ph.D. 
Chief Research Scienti st 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

•• • • • • • •• 
• 

• • •••••• • 
• •• • • • •••• 

• 
• • • • • . •• • 
•• • • • • •• • 

:3:3 Mount Vernon St reel, Boston, Massachusetts 02108/ Telephone: (617) 742-2400 
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63- 17 STORAGE STABILITY 

DAMMINIX 0-DAY (RT), 30-DAY (ET) AND 1 YEAR STORAGE STABILITY TEST RESULTS1
• 

Results indicate that no significant breakdown occurred t o product when held 
either at elevated temperatures for 30 days or at ambient temperature for 1 
year . 

Sample 

A 
2% 

B 
2% 

C 
2% 

A 
8% 

B 
8% 

C 
8% 

2 0-Day RT3 

2. 136 
2 . 157 
2. 150 

2.041 
2.017 
2.013 

2.125 
2.099 
2.084 

7.495 
7.441 
7.462 

7.398 
7.418 
7 .472 

7. 421 
7.443 
7.369 

(Permethrin % w/w) 

3 30-Day ET 1 Year Ambient4 

2.062 2.05 
2.017 2 .19 
2.023 2. 27 

2.098 2. 25 
2 .124 2.08 
2.132 2 . 15 

2.030 2 . 16 
2.048 2.26 
2.052 1.89 

7.388 8.775 

7.483 9.20 
7. 418 8.80 

7.575 7.42 
7.516 7.60 
7.605 7.37 

7.405 5.235 

7.293 5.29 
7.216 5. 49 •• • • • • ••• ••• • •• 

• • • • • • 1 All analyses were performed by Fairfield American Corp., F~hjown,:-t.;;. 
2 Product was originally submitted with a 2% and 8% permethr in •dQ~ignaJ:iQQ. 
3 1 • • • Ana yzed by HPLC. • • • •• • • • • 
4 : : • Ana 1 yzed by GC . • •••• 
5 Variation in results for t he 1 year ambient sampl es reflect variati<tn •i" ••• the degree of permethrin adsorption to different individual cotton fibers . 

Similar variable results are also obtained on some freshl y prepared ·~aterial 
when analyzed individual ly. The average resul t for all nine sampl es equals 
7.24%, a value well within spec ified limits . 
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The Makers of DAMMINIX 

July 1, 1988 

Mr. George T. LaRocca 
Prcx:luctManager(15) 
Insecticide - Rodenticide Branch 
Registration Division (TS-767C) 
Environmental Protection Agency 
401 M Street, SW 
Washington, D.C. 20460 

Dear Mr. LaRocca: 

-
ECOHEALTH,INC. 

Enclosed please find a duplicate of the materials which were sent to you under separate 
cover this morning. 

Thank you for your attention to this matter. 

Sincerely, 

~w~ 
Susan Wegzyn 

•••••• • • • • • • • • 

•••• • • •• 
• 

••••• 
• • • ♦ •• 1 •••••• I 

• • • ••••• • • . .. . .. 
• • • • • • •• • •• • • • • • ••• •• • • •• . .. .. 
•• • 
•• • • • • •• • 

33 Mount Vernon Street, Boston, Massachusetts 02108/ Telephone: (617) 742-2400 
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' . . 
. .. . . 

1 •• CHEMICAl. NAME· : ... .,. . .• 
(. ' . . .. . . 

. .; .. . . . . · · 
3 . . ACTi6N CODE · 4 . ACCESSION:NUMBER TO 86COMPL~TEO e·v PM . . .. 

5. RECORD NUMBER . 

.Z/ (.. t ::r y 
- t----------------t 

6 . REFE R EN CE NUMBE R 
,1 · 

7 . DATE R ECEIVE D j f;!'A ) 

2.. - 1<; - ro 
J--------------- -t---------------t- ---- --------- -11--8-. _S_T_A_T_U_T_O_R_Y_D_U_E'.'"""O_A_T-:-E-:--------t~ 

et 

~-
- --------------+-------- ------ --------------- 1---------------- -

9 . PRODUCT MANAGER (Pr) ,/ -

14. CHECK IF APPl.lCABl.E 

D Publlc Healt h/Quarantine 0 M inor Use 

0 Pert of 1PM 0 Substitute Chemical 

' 0 S easona l Concern 0 Review Requires l.ess Than 4 Hours 

I INSTRUCTIONS TO REVIEWER 

A . HED O Total Aueument • 3(c)(6 ) 

0 lncramantal Risk Auesoment • 
3(c)(7) and/or E. L. Johnson 
memo of Mey 12, 1977. 

8 . SPRD (Send Copy of Form to SPRO PM) 

0 Chemical Undergoing A ctive 
RPAR Review 

0 Che mical Undergoing Active 
Registration Standards Review 

16. RELATED ACTIONS 

17. 3(cl(t)(Dl 

C. D B FSD 

D . D T SS/RD 

E. D Other 

• 
D Use A n y or All Avellable Information O Us; On l y Attac hed Date 

Use Only the, Attached Date for Formuletlon end Any or All 
0 Avellable lnformetlon on the Technlcel or Manu1ecturing Chemical. 

F. INSTRUCTIONS 

18. A EVI EWS SENT TO 
D TB DEEB 

D RC B D EFB 

NUMBER OF ACTIONS 

Afi-j:d i!C! ,d-/ 0 7 
10 . PM T EAM/~ 

TO BE COMPLETED BY PCB 

11. DATE SENT TO H E D/TSS 

.::J - / / - !?-fr 
12. PRIO R ITY NUMBER 

13. PROJ ECT ED R ETURN DATE 

DEF 

O cH 

D Pl. 

D BFSD 

To TYPE OF REVI EW 
• 1-l----------------4,:R.:.;e:.:g:.;;ls:.:tr:..:•:.:t:..:lo:.:n.:j.-_P;_e:..:t:..:il:;.lo:.:n.:...._4-_..:E:..:U:..:P_~i---=S..:L:;.N,;_~l-..:S..:c.:.;c.:....:...18:_-4-__ 1_ne:..:r_;1_-4-_M_N_R_ .;_U.:..:.S:::.E+-..;O_th_er_-l 

TOXICOLOG Y 

0 
ECOLOG ICAL EFFECTS 

Wi---t------------ - ----+-----+------+-----+---- -+-----+------t- -----t------1 :c 
RESI DUE CHEMISTRY 

ENVIRONM ENTAL. DATE -~ / 

,,.VcH EMISTRY f,~ l\~f / 1 / ii <ft. 
1111-+--------'---'-------➔-----+-....... ---+-----+----➔------+------+------+------t 
ell 

~ EFFICACY 

ICf-+----------- -------f-- --- -+-----+-----+------f-- - ----+------+------+-- - ---t 

0 
UI 
IL 
Cl 

PRECAUTIONARY l.ABELING 

Ec6NOM !C ANALYsis 
• • : ,j . . , • :. • p •• .' , ' 

... 
·.• .. -. . . 

. .Label Submitted 
20: □· with Application 

Atteched . 

· : · ~ ·.Con.fid&n.tial ·. · · ·-'. 
' 2'1. [l Statement of · 

formula 

., . . -Aepresenwtiv~ 
22 0 Labels 51iowing 

· Accepted Uset 
Attached 

EPA Form 867().t 3 (Rev. 11-S1l PREVIOUS ~DITI ONS ARE OBSOLET E. 

13: Date R eturned to AO · · • 
(to be completed by 

HEDI 

. 24.-l riclude an Oriein■l ,ai,d:4 '(tourl 
. ·copiet of This Ccimp1efed 'fofm 
· fo r Eech Bntnch Checked for 

Review. 
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Reg. # ,£"6 7/r:J -I Product name_-F-j)~#_//1_1 /V __ /_X~-----
Rec. # ------ PRODUCT CHEMISTRY CHECKLIST 

Please provide the requested information for the follawing checked items: 

1. [ J 

2. 

[ J 
[ J 
[ J 

*[ J 
[ J 
[ J 

[ J 

[ J 

[ J 

3. [ J 

4. [ J 

5. [ J 

6. [ J 

7. [ J 

8. [ J 

9. [ J 

Sutmit the product specific product chemistry and the data matrix 
for your product. Your product is not sufficiently similar to the 
product you referenced. 

On the Confidential Staterrent of Fornula (CSF) please provide the following: 

a) 
b) 
c) 
d) 
e) 
f) 

Provide pH of product or pH at a specified water dilution. 
density of product 
flash point of product 
flash point of product with the propellent. 
flame extension of product including flashbacks if noted 
Provide the upper and lower Certified Limits based on the pure 
active ingredients rather than the technical or concentrate. 
Note that the lower limit of the active must be the saioo as the 

g) Provide upper and lower Certified Limits of the individually 
added inerts. 

h) 

i) 

Based on the current CSF dated~-- your product will not rreet 
the label claim for the active ingredient. Please revise the 
label or the CSF so the information agrees. 

label cla 

Please provide the chemical identity of all conponents, M.500 and CAS #s of:(two 
1) copies reqd) 
2) 
3) 
The supplier nay contact us directly referencing your file symbol/EPA e 
Reg. # in their response. 
For dyes, color index and CAS #s for all caiponents are required. For 
perfurres and flavoring all chemical carponents by CAS #sand% in the mixturA 
must be identified. Certify that flavors are of non-fcx:,d type. W 

Please update the label Storage and Disposal Staterrent per PR 83-3 or PR-84-1. 

Add a footnote to the label ingredient staterrent indicating: 
Contains petroleum distillates, xylene, xylene range aroma.tic solvent 

Add the heading PHYSICAL OR CHEMICAL HAZARDS to the label and the 
appropriate staterrent. See 40 CFR 162.10 

Since your data matrix does not give a dielectrical breakdown voltage, 
you must add the following to the use directions: 
Do not use this product in or on electrical equiprrent due to the possibility 
of shock hazard. 
Solvent used is not considered an active ingredient so either report it under 
inert ingredients on the label or provide the registration no. for the source 
product and justify its insecticidal properties. 

(see back page) 
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Reg. # ------- CliEMISTRY CHECKLIST OONT'D 

9. Data Matrix Requirements 

--

[] a) 

[] b) 

[] c) 

[ ] d) 

[ ] e) 
[ ] f) 
1: J g) 
[ ] h) 
[ ] i) 
[ ] j) 

* [ ] k) 
[ ] 1) 
[ ] rn) 

[ J n) 
[] o) 

[ J p) 

[ J q) 

Statercent of Conposition - a caiplete description of the rcanufacturing/ 
forn,ulation process. Describe equipment used, mixing time, terrperature etc. 
Discussion of Formation of [Unintentional] Ingredients - a brief 
description of irrpurities forrred during the nanufacturing/fornula-
tion process, in packaging, or during storage. If you do not 
expect any i.npurities during these stages, please so state. 
Certification of Limits - upper and lONer limits of each active and 
individually added inert conponent. The lONer limit for the actives, 
must be the same as the label claim in ?Ire active form. 
¢ i~ i.n9JF8ti:i0At:s. 
Analytical Method - provide the methods used to analyze for the active 
ingredients. 
Color - in oormon terms. 
Physical State - e.g. solid, liquid, pressurized liquid, etc. 
Odor - in oormon terms. 
15eiisity - e.g. lbs/gallon for liquids or lbs/cu. ft. for solids. 
:ei - provide pH of product or pH of a specified water dilution. 
OXidizing or Reducing - note these characteristics if any. 
Flarcrrability - flash point/flame extension. 
Explodabiliti - note these characteristics if any. 
Storage Stability - the fornulated product rrust be analyzed for its 
active ingredient at time zero and during a year of storage. The 
storage should be in warehouse oonditions of tenperature and humidity 
and stored in similar oontainers you will be using in the trade. 
Note: For the Storage Stability study you cannot reference the 
ooncentrate you are using to formulate your product. 
Viscosity - can be expressed in centipoise or centistokes. 
Miscibility - note these characteristics if product is an enulsi
fiable liquid and mixed with oil. 
Corrosion 01.aracteristics - this information can be noted during 
the storage stability study. 
Dielectric Breakdovm Voltage - for products us rical 
equ1pnent. 

72-cr ~--. -:-:::> 

,.j,o 
, i,.Sl-,-, 
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U. S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

ECOHEALTH, INC. 
33 MOUNT VERNON ST. 
BOSTON, MA 02108 

Report of Analysis for Comp I iance with PR Notice 86-5 

Thank you for your transmittal of 02/19/88. Our staff has completed 
a preliminary analysis of the material. The results are provided as follows. 

We are unable to accept your data submitta I for further pro
cessing and review, because of the significant deficiencies noted 
below. I t is being returned to you for correction. If deficiencies 
were found which apply to your overall submission, they are described 
immediately following this paragraph. If problems are found with 
individual studies, they a r e described below finked to the study 
identifier found on the enclosed copy of your bibliography. 

The rejected documents below are identified with numbers which 
correlate to those taken from your submitted bibliography. 

(01) 

* 

No title page was included for this study. 

Studies must be continuous ly paginated from the title page 
through the end of the study and all appendices--except for 
the Confidential Attachment or Supplemental Statement of 
Confidentiality Claims, if present- -even when the study is 
large enough to span more than one physical volume. 

You must include one of the two acceptable statements of data 
confidentiality claims under FIFRA section 10(d)(1)(A), <B>, 
or CC> as the second element in each study. See pages 8 and 
13 of PR Notice 86-5. 
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ECOHEALTH,INC . 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. . . . . . . . . . . . . . ' .... ........................................ . ... ' 

........... .. . . ........ . ..... . . ·············· .................... .. .............. ............ ··········· · ·· ····· .. ' ......... . .. ... . ' ....... ' ...................... ········· .... ......................... .. ....... ............ ...... .. ' 
········· · ·· ................. ·················· .......... ········. ' ...... ·········· · ········· ....... ··· ··· ........ . 
. . .. ... . ........ . ... . ... ..... ......... ..... .. .. .... ... ... .. ...... ' .... ' .... ······ ............. . ................... . ... . ... . .... .. . . .... . ........ ······ ········ ................... .......... ······ ..... . ........ ... ............... .. .. . 

The Maker s of DAMMINIX ... /or Lyme ttcks 

February 2, 1988 

Mr. George T. LaRocca 
Product Manager (15) 
U.S. Environmental Protection Agency 
Room 207 - Bld . 2 - Crystal Mall 
1921 Jefferson Davis Hyw. 
Arlington, VA 22202 

Dear Mr. LaRocca , 

We have now completed the 1-year, ambient temperature, storage 
stabi l ity test for DAMHINIX (EPA Reg.# 56783 -1). I have enclosed 5 copies 
of the report label ed 63-17 Storage Stability. Please include thi s new 
report on page 2 ofsection l in the Product Chemi stry volume originally 
submitted to you. Thi s report includes all of t he storage stability data, 
and thus, replaces the existi ng page 2. 

Pl ease call 
report. As before, 
product. 

me at (617) 732 -2064 if questions arise concerning this 
we thank you for your support of, and interest in our 

Sincerely yours , 

-1c...~ h vt1 c__ f LL..__ 
Thomas N. Mather, Ph.D. 
Chief Research Sc ientist 

' I ' 

: : :: : :: ~::: ::: : ::::::: :: ::::::: :::::: :: : ::: : ::: ::: :: :: ::::: :: ::::: :: ::: :: : : :: ::: ::: : 
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ECO H EALTH, INC. 

The Makers of DAMMINIX ... for Lyme ticks 

July 2, 198: 

George T. LaRocca 
Product Manager (15) 
Insecticide Rodenticide Branch 
Registration Division (TS- 76 7C) 
U. S. Environmental Protection Agency 
401 M Street SW 
Washington, D C. 20460 

Re . Damminix, EPA Registration No . 56783-1 

Dear Mr . La Rocca 1 

Please find enclosed five copies of the fmal printed labelling for 
the above product m compliance with your conditional 
reg1stra tion 

We very much appreciated the help and consideration you and 
Ms Christine Dively of your office provided . Thank you very 
much . 

Sincerely, 

Alexander 

••• • • • .. . ,. 
••• • • • . •. 

• .. • • • • •• • 
••• • • • •• 

33 Mount Vernon Street, Boston, Massachusetts 02108/ Tclcphone: (617) 7-12-2-100 

• ••••• • • • •• • 
• •• ••• • • • • 
••••• • • ••••• 

• • ••••• 
' . • • • 

• ••••• • • •• • • 
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. 4 
DAMMINIX ... 
tor Lyme Disease 
Carrying Ticks 

A TICK TOXICANT 
As an aid in the control ot 
ticks (1h at m ay carry Lyme 
Disease) tha1 infest mice and 
nests ot mice found around 
yards, play a reas, p ark s, 
brush, paths , a nd i n 
woodlands. 
ACTIVE INGREDIENTS: 

+ • Permethrin .............. 7.4% 

INERT INGREDIENTS: 
.......•..............•.•.• 92.6% 

Total 100.0% 
+ (3-phenoxyphenyl) me1hyl (+/-) els/trans 

3-(2,2 dichloroethenyl)2, 
2 -d I me thy I eye lopro pa neca rboxyl ate. 
Cls/trens ratio: Min. 35% (+/-) els and 
max. 65% (+/-) trans. 

Contents: 4.5 grams 

DO NOT ALLOW CHILDREN OR PETS TO 
HANDLE OR PLAY WITH THIS PRODUCT 

CAUTION 
Statement of Practical Treatment 

NOT REVIEWED IF SWALLOWED-Contact a physician or 
Poison Control Center Immediately. 
IF ON SKIN- Remove contaminated clothing 
and wash affected areas with soap and 
water. 

In accordance with PR Notice 82-2. 
Based on draft labelling doted 

IF IN EYES-Flush with plenty of water. Call 
a physician if irrllallon persists. 

Eco HEALTH, INC. C> 1987 
33 Mount Vernon Street 
Boston, MA 02108 

•

A Reg. No. 56783-1 
A Est. No. 5693 MA1 
S. Patent No. 4,662,104 

te 
DIRECTIONS FOR USE:, 
It Is a viola lion of Federal law to use this product In a manner Inconsistent with Its labeling. 
FOR OUTDOOR APPLICATION ONLY. For the reducllon of ticks associated with the mice that serve as reservoirs for pathogens 
causing Lyme disease and babeslosls. Ticks feeding on these animals become lnfecled and may iransmll disease to humans, dogs 
and horses. 

To apply, open both ends of l ube. For best results, place tubes flat on the ground In all brush-covered and wooded areas to be 
treated. The maximum distance botwoen tubes should not exceed 10 meters In any direction. Treatment should be /Im/led to areas 
Inhabited by mice. and need not Include mown lawns or open grasslands. Tubes should be positioned so that mice have access to 
the open ands. Product works best II not covered by leaves or other material. 

FOR TREATMENT AROUND YARDS: Place lubes wlthin t meter orthe edge of mown lawn. In flower gardens, under bushes and 
along fences, wherever mlco may reside. For complete coverage, all brush-covered or wooded areaswllhln50metersaurroundlng 
the yard area 10 be protected should be treated. Replace tube when nesllng material Is completely removed. 

FOR TREATMENT OF WOODLOTS: Tubes Should be placed In a conllguous array (such as a grid design), wllh no more than 10 
meters between tubes In any direction. For complete coverage, apply tubes up to the brush-cO\lered edge surrounding wOOdloL 
Placing lubes near thickets or rotting logs within the woodlot will be more effective than those placed In more open woodland 
lerraln. 

Tubes should be applied at least twice a year: a.) before April 1; b.) before August 1. Replace tube when nesting material Is 
completely removed 

STORAGE AND DISPOSAL: 
Storo at room temperature. Do not contaminate waler. food or feed by storage and disposal. 

Do not reuse empty tubes The tubes and unusec cotton are biodegradable and may be left in the apptlcallon site. II disposal 1, 
desired. wrap rube and pul ln trash collection. 

PRECAUTIONARY STATEMENTS HAZARDS TO HUMANS & DOMESTIC ANIMALS 
Avoid con1ac1 with eyes and skin. Contact with skin may result in temporary numbing and 1/ngllng sensations. Wash tnoroughly 
wilh soap of tor handling. 

ENVIRONMENTAL HAZARDS 
This product Is extremely toxic 10 fish and other aquatic organtsms~ Do no1 apply dlreclly lo water, Do not contaminate woter by 
disposal cl wastes or cleaning of equipment. 

••• • •• •• 
• 

•••• • • •• 

•• • • • • • •• .... 
• • •• 

•••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 

• . ..... 
• • •• 

•••••• • • • ••• 
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572 Essex Street 
Beverly, Massachusetts 
01915 

Telephone 
617-921-1944 

Officu s 
Henry R. Guild. Jr. 
Presiden1 
Thomas L P. O'Donnell 
Vice Pres1den1 
Hall J. Pe1cr1on 
Vice Presideni 
Carolyn M. Osteen 
Secre1ary 
Norton Q. Sloan 
Treasurer 

landing Committct 
Prcs1on H. Saunders 

•

I an 

~ Guild, Jr. 
r 

Judy B. Keyes 
Concord 
George R. Mathey 
Ipswich 
Thomas L. P. O 'Donnell 
Hingham 
Carolyn M. Osteen 
Boston 
Hall J. Peterson 
Pc1ersham 
Susanna LaC. Phip()<'n 
Wenham 
Norton Q, Sloan 
lp~wich 
Rush Taggan 
S1ockbridgc 
William O. Taylor 
Medfield 
"1arian Thornton 
Concord 
Herbert W. Vaughan 

•

atick 
. Vogel 
Farm1 

Staff 
Frederic Wi nth rop, Jr. 
Direc1or 
Wilham C. Clendaniel 
Depwy Director 
Davis Chering1on 
Deputy Director for 
Land Conservation 
EliLabcih G. Riggs 
Depuly Director for 
Derelopme11t 
Franklyn J . Ste,,ens 
Depury Director for 
1ldmlnmro1/011 and P/11ance 

The lrustees or Resen111ion, is 
a non-profi1 organization and 
1hc largell private owner of 
conservation land in Massa
.:huset1s. 11 was founded in 
1891 10 pre1erve for public use 
and c njoymenl historic places 
a nd beautiful traces of land 
"ithin 1he Commonwcah h. 
Today, The Trus1ccs or 
Reser,11Lions owns and 
manages pro~rlie$ from 
Berkshire County 10 
Nan1uckc1 to1aling more than 
17,500 acres. The lrustee\ 
pro1ccts over 5.000 additional 
acres wi1h conscrva1ion 
rr,1rict1on~. 

The Trustees of Reservations 
Conserving the 
Massachusetts Landscape 

June 15 , 1987 

Mr . George LaRocca 
Product Manager No . 15 
TS - 766C 
Environmental Protection Agency 
401 M Street , SW 
Washington, DC 20460 

Dear Mr . LaRocca : 

Ecohealth Company has applied for registration from th e 
Environmenta l Protection Agency for its product 
"Damminix" used to reduce the abundance of dee r ticks. 

The Trustees of Reservations plans to use Damminix to 
reduce the risk of Lyme Disease which is carried by dee r 
tic ks in Ipswich , Massachusetts . We understand that the 
first application of Damminix should occur in August , 
198 7 . Since the "tick s e a s on " is upon us , we are ea ger 
to see Ecohealth Company obtain E. P . A. registration and 
begin manufacturing Damminix. 

If there is anything we can do to hasten the process , 
pleas e l e t me know • 

Sincerely , ) 

Winthro~ 6-= deric 
Director 

cc: Christine Dively 
FW: i g 

•••• • • • ••• 

•• • • • • • •• 
• • • • • • . . . 
••• • • • •• • 
•••• • • •• 

••• ••• • • • • 
•••••• • • •• 
•• ••• • • . .... 

• ...... 
• • .... ". , . 

•••• 
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• 

US ENVIRONMENTAL PROTECT! AGl:NCY 
OFFICE OF PESTICIDES PROGRAMS 

REGISTRATION DIVISION (TS•767J 
WASHINGTON, DC 20460 

NOTICE OF PESTICIDE: REG!STRA ]:ION 
~ RE~!;GlS1'RAT"10N 

(Under 1/Je Fedt:wJ ln .,et;IH' Jde. Rvn~1<"1do• 
and Rodcnt1 t:-1dt· A <"l a., am.,11dedl 

NAME ANO ADDRESS OF f.lEGIS T RANT (lncludo ZIP code) 

r 

\ ------- - - -"""""'!!""!""'!"~ 

EPA REGIS•RATIQN N OATE OF' ISSUANCE 

TEr:tM OF ISSUAN CE 

NA.ME OF f;>ESTIC IOE PROOO"CT 

J 

JUN 2 2 1987 

N.O TE: Changes ,n lsbe ling r ormula di:Hering fn substance from lhal aecepted in c;onnect1on with this reglstratlon must be 
submitted to and accepted by the Reg1s tra1lon D1v1sion prior to use of the l11bel in c ommerc,;?. In ani correspondence on this 
produc t always refer Lo the above U.S. EPA reg1slrali_on number . 

On the ba;tis of information [urnished by the registr11nt, the above named pesticide is hereby Registered/Reregfstered unde r 
the Federal Tnsecticfde , Fungicide, and Rodentioide Act. 

A copy of the labeling accepled in connection with this Registrlltion/8eregistration is ret urned herewith. 

Reglstro!11m is in no way to be cons trued as an indorsemenl or approval of this product by this Agency. In order to protect 
health and the environment, the Administrator, qn his mot1on, may at any time suspend or cance l the registrAlion of a pest. 
icide ,n accordance with the Ac t. The acceptance of any name in c1mnection wJth the r egistration of a product under this 
Act is not lo be construed as giving the registrant e right lo exclusive use of the name or to ils use ,f it has been covered 
by others . 

ti 'Cb:. 

i.j • 

□ ATTACHMENT IS APPLICABLE 

SIGN ATUJIE OF APPROVING OFFICIAL DATE 
1-i I 

EPA F orm 8570-6 {Rov. 5•76) PREVIOUS EDITION MAV BE USED UNTIL SUPPLY I S EXHAUSTED. 

86550 : I : Dively: LR- 7:KENCO:6/16/87:6/26/87:ron:sjh:lisa : dsg:de 
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c. Onder the heading EHVIRONMENTAL HAZARDS revise the statements 
to read: 

This product is extr emely toxic to fish and 
other aquatic organisms. Do not apply 
directly to water . Do not contaminate 
water by disposal of wastes or cleaning 
of equipment. 

d. Revise the first paragraph on the container and t ube label to 
read as fol lows: 

As an aid in the control of ticks that infest 
mice and nests of mice found around yards , play 

/~reas, parks, brash pa~he , and woodlands(that 
';.may carry Lyme disease_} • 

e. On the container and tube label repl ace the sentence beginning 
•More frequent. application beginning ••• " with "Replace tube 
when nesting mater ial is completely rem011ed." 

f. On the tube label replace the statement •Keep Out of Reach of 
Children" with "Do Not Allow Children or Pets to Handle or 
Play with this Product. " 

4 . Submit five (5) copies of your final printed labeling before you 
release the product for shipment. Refer to the A- 79 enclosure 
for a further descrpition of final printed labeling . 

If these conditions are not complied with, the registration will be 
subject to cancellation in accordance with PIPRA section G(e) . Your release 
for shipment of the product bearing the amended labeling constitutes 
acceptance of these conditions . 

A stamped copy of the labeling is enclosed for your records. 

Enclosures 

George T . LaRocca 
Product Manager (15) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 
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CONTAINER LABEL 

JUN 2 2 1987 

DAMMINIX 

EPA Reg. No. 56783-1 

A TI CK TOX I CANT 

For the reduction of Lyme disease-transmitting ticks and certain other 
ticks that infest mice and nests of mice found around yards, play areas, 
parks, brush, paths, and in woodlands. 

ACTIVE INGREDIENTS : 
+* Permethri n ..................................... . 

INERT INGREDIENTS : ........................................ . 
Total 

7.4% 
92.6% 

100.0% 

+ (3-phenoxyphenyl) methyl (+/-) cis/trans 3-(2-dichloroethenyl)-2,2-dimethyl 
cyclopropanecarboxylate 

* Cis/trans ratio: Min. 35% (+/-) cis and max. 65% (+/-) trans 

Contents: 4.5 grams (approx. 30 cotton balls) 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

Statement of Practical Treatment 

IF SWALLOWED- Contact a physician or Poison Control Center 
immediately. 

•••• • • • IF ON SKIN- Remove contaminated clothing and wash affected areas t~t~ 
plenty of soap and water. • 

IF IN EYES- Flush eyes with plenty of water. Call a physician:~~-
irritation persists. • ••• 

• 

• ••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
• ••••• • • ,_ ________________________________ ___,, .. 

EcoHealth, Inc., 33 Mt. Vernon Street, Boston, MA 02108 

•• • • • • •• • 
•••• • • •• 

• ••••• • • • ••• 
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CONTAINER LABEL 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent 
with its labeling. 

FOR OUTDOOR APPLICATION ONLY 

For the reduction of ticks associated with the mice that serve as reservoirs 
for pathogens causing Lyme disease and babesiosis. Ticks feeding on these 
mice become infected and may transmit disease to humans, dogs and horses. 

To apply, open both ends of tube. For best results, place tubes flat on the 
ground in all brush-covered and wooded areas to be treated. The maximum 
distance between tubes should not exceed 10 meters in any direction. 
Treatment should be limited to areas inhabited by mice, and need not include 
mown lawns or open grasslands. Tubes should be positioned so that mice have 
access to the open ends. Product works best if not covered by leaves or other 
material. 

FOR TREATMENT AROUND YARDS AND PATHS: Place tubes within 1 meter of the edge 
of mown lawn, in flower gardens, under bushes and along fences, wherever mice 
may reside. For complete coverage, all brush-covered or wooded areas within 
50 meters surrounding the area to be protected should be treated. Replace 
tube when nesting material is completely removed. 

FOR TREATMENT OF WOODLOTS: Tubes should be placed in a contiguous array (such 
as a grid design), with no more than 10 meters between tubes in any direction. 
For complete coverage, apply tubes up to the brush-covered edge surrounding 
woodlot. Tubes placed near thickets or rotting logs within the woodlot will 
be more effective than those placed in more open woodland terrain. 

Tubes should be applied at least twice a year: a) before April 
August 1. More frequent application, beginning in April 
through the summer will improve results. 

1; 
and 

b) before 
continuing 

•••• • • • •• • 
• 

•••• • •••• 
• 

•• • • • • •• • 
••• • • • •• 

• ••••• • • • • • 
• ••••• • • • • 
••••• • • ••••• 

• 
• ••••• • • • • 
•••••• • • •• •• 
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CONTAINER LABEL 

STORAGE AND DISPOSAL 

Store at room temperature. Do not contaminate water, food or feed by storage 
and disposal. 

Do not reuse empty tubes. The tubes and unused cotton are biodegradable and 
may be left in the application site. If disposal is desired, wrap tube and 
put in trash collection. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS & DOMESTIC ANIMALS 

Avoid contact with eyes and skin. Wash thoroughly with soap after handling. 

ENVIRONMENTAL HAZARDS 

This product is extremely toxic to fish. Do not apply to areas where 
contamination of fish bearing waters is likely. Do not contaminate water by 
disposal . 

•••• • • • •• • 
• 

•••• • •••• 
• 

•• • • • • •• • 
••• • • • •• 

• ••••• • • • • • 
• ••••• • • • • 
••••• • • ••••• 

• 
• ••••• • • • • 
• ••••• • • •• • • 
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SECOrlOt.RY CONTt.lll[R LAB[L 

DAIIKJNIX 

(PA Reg. No. 56783 · I EPA [sl No . S693 HAI 

A TICK TOXICANT 

For lhe reduction of Lyme disease- lransmilting ticks and ce~tain other 
ticks that 1nfesl mice and nests of mice found around yards , pl ay areas , 
parks, brush, paths, and in woodlands . 

ACTIVE INGREDIENTS : 
t • Permelhrin , . . . • . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 7 ,4,:; 

[NERT INGREDIENTS : ......................................... ~ 
Total 100.0% 

+ (3-phenoxyphenyl) methyl (+/·) c js/trans 3-(2-dlchloroelhenyl) - 2,2-dtmethyl 
cyclopropanecarboxylate 

• Cis/trans ratio: Hin. 35,:; (+/·) ili and max. 65,:; (+/· ) trans 

Content s: 4.5 grams (approx. 30 cotton balls) 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

IF SWALLOWED- Conlacl a physician or Poison Control Center 

If ON SKltt• Wash affected areas with soap and water 

ACCBPTED 
with COMMENTS 

in EPA Letter Dated: 

JUN 2 2 1987 

IF IN EYES- Flush wi th plenty of water 

See box panel for additional precautionary statements. 

Under the Ferl,;,r1<! In~• 
Pnngioide. an,1 1,ocent1cide AcS 
• am~nded, for tht: peetitMt 
regi~tercd under EPA Reg. Ha. 

~b1-83- l 
DIRECTIONS FOR USE 

FOR OUTOOOR APPLICAT IOII ONLY. To apply, open bolh ends of lube and place 
lubes flat on the ground in all areas lo be treated. Place produc t in a grid 
design with not more than 10 yards between tubes in any direct ion. Treatment 
should be limited to areas inhabited by mice, and need not include mown lawns 
or open grass lands. 

Product should be appl led at least twice a year: a) before Apr i 1 I; b) before 
August I . Hore frequent .ippl icatlon, beginning In April and continuing 
through the su111ner will improYe results. 

STORAGE AND DISPOSAL 

Store at room temperature. Do not contaminate water, food or feed by storage 
and dispoul . 

This product is completely biodegradable and may be left In the application 
sl tJ or may be collected and put In trash. 

EcoHealth, Inc . , 33 Ht . Vernon Street , Boston, HA 02108 

•••• • • • •• • 
• 

·-·· • •••• 
• 

• • • • • • •• • 
••• • • • •• 

•••••• • • • • • 
•••••• • . 

•• 
• •••• • • ••••• 

• 
• ••••• • • •• 
•••• •• • • •• •• 
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Confidential Business Information - Does Not Contain National Sec ity Information (E.O. 12066} · ~ -~ ,ij'~~ 
' ---- I 

1 CHEMICAL NAME 

(T k'<JJ\J '\l\"i \) C,...(V\ M. \ ('\ I v 
I~: 2. IDENTIFYING NUMBER 3. ACTION CODE 4 . ACCESSION NUMBER TO BE' L :1 y VI 
10 I 5. RECORD NUMBER 
l a ~ (:; C\1 ~,$J-~ " J?:t~ I q4- ''H;s-- ;;;a ;;. ;;.;:::;; - - -- 6. REFERENCE NUMBER 

=- = =---= I II - - ~ - -~ - - -
7. Os71t1% 10 (EPA) 1a 

-~ ·-- _,_.....::::; = = = -~--- II 

-= = ~ 
~ - ;, C 8. STATUTORY DUE DATE 

-=- - - - c:::::, ·- - ,. 
,. 

~ u II -Ii ~ 
~DUCT MtNAGEA (PM) 

~ tt!_ - I {)• (({ ~ 11 

- - I! - -- -A-. - ~ - ~ - - 11 
1,- ---i:, Ii -"-ti 10. PM TEAM NUMBER J -;:; 

II 
a ~ - ~ ~ 

\':) 
II 

14 . CHECK IF APPLICABLE 
~ -;:; ,... ' :~ ~ 

~ 

TO BE COMPL ETED BY PCB 

D Public Health/Ou•rentl_1te D Minor Use # ' 11 , ~:_NT T~?/TSSJ ' 
II \ ~ ✓ 

,, r , ....... w c,,m,,., 0 Part of 1PM 
12. PAIOAl~_LlMBEA 

II 
II -

0 Seasonal Concern 0 Review Aequfras Lass Than 4 Hours 13.~_ECT:O RE-TUAN OA,T_E., 

~ = 
16. INSTRUCTIONS TO REVIEWER F. INSTRUCTIONS 6Ji') '-- -

A. HE O D Total Auaurnant • 3(cll5) c. D BFSO Att.,. A,," .. ' ~-,'.n"'o1r~, 
D lncraman al Al1k Assanmant - 0. 0 TSS/AO 

~ :: "'=="I'," ~= ..:,, = 
I 3(e)(7) and/or E. L. John1on 

E. D Other 
\l<2.s~brrt . r..{!~~ v..odb1c1.}t!_ t:eJl>r:;-o "' ,_ }._, )~ ,_ 

m emo of May 12. 1977. -c .1= =• 
B. SPRO (Send Copy of Form to SPAO PM) l\c ~ Y,(t✓-> • ,, ··• ,..f<,i' 1"11 -~ 

D Ch1tmlcal Undergoing Actlv*l) ~ ~ (XI) 
- --~-- ,,..,,. .. a 

APAR Review ~ 
h.•'\.., N "a ~G\.,._'1..,i,i;i?.,,.._ -~ 

0 Chamlc111 Undergoing Active ~r.:,;: ~ j .. -
-,,-e- ~ ~-, - 2: 

Registration Standards Review cl: \, e,d. 1 

.e ,\_V<x" ~~-
16. RELATED ACTIONS A. s+~ o\ o.;.. 

.~ --

-1 }11)(01 18. REVIEWS SENT TO 
Usa Any or All Available Information D use Only Auached Ona D TB DEEB DEF D PL 
Use Only the Attached Data for Formulation and Any or All 

D ACS D EFB D CH D BFSO Available Information on the Technical or Manufacturing Chemical. 

~9. To TYPE OF REVIEW 
NUM BER OF ACTIONS 

Registration Petition EUP SLN See. 18 Inert MNA. US t r 

T OXICOLOGY 

-·· -

,t - -
ECOLOGICAL EFFECTS 

0 -w 
X: C: '. ; -~ -

RESIDUE CHEMISTRY 
- - -- ::-

ENVIRONMENTAL DATE 

- -
CHEMISTRY 

ti) -- - - IL - -- -
ti) - Ir 
I- EFFICACY --0 c:: a: ........ ,-

PRECAUTIONARY LASE-LING 
IL = 

0 Ii 
ti) ECONOMIC ANALYSIS LL 
m 

Label Submitted Confidential Representat ive 23. Data Returned to RD 24. Include an Original and 4 (fou r) 

20. D with Application 21. D Staternent of 22 0 Labels Show ing (to be cornpleted by Copies of This Completed Form 

Attached Formula · Accepted Uses HEDI for Each Branch Checked for 
Attached R811iew. 

EPA Form 8570-13 (R811. 11-81) PREVIOUS EDITIONS ARE OBSOLETE. 
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194955 
RECORD NO . 

109701 
~ 

SHAUGHNESSEY NO . REVI EW NO. 

EEB REVIEW 

DATE: IN _...-;0=5/:..;;0;..;.4/'-,;8;..;..7 __ 
. 115 JUN 1987 

OUT ______ _ 

FILE OR REG . NO 56783-R - -----------------------
PETI TION OR EXP. NO . 

DATE OF SUBMISSION ------------------- ------
DATE RECEIVED BY HED 04/30/87 ------~-__,;. ____________ _ 
RD REQUESTED C~MPLEtION DATE __ 0_7~/1_3_/_8_7 ___________ _ 

., 
EEB ESTIMATED COMPLETI QN _DATE _ _ 0_7_/_0~6/_8_7 ____ ._ _______ _ 

176 
. 

RD ACTION CODE/TYPE OF REVIEW --------------- --.. 

TYPE PRODUCT ( S) : I, D, H, F, N, R , S Synthetic Pyrethroid __ ...:;._ ___ ...:;._ _____ _ 
DATA ACCESSION NO(S) . 

PRODUCT MANAGER NO . 

PRODUCT NAME(S) 

G. 1.aRocca (15) 

Darrminix (Tick Buster) 

COMPANY NAME -.---------1~V_C_C_o_rp..-.-~z_I_n_c_. _________ _ _ _ 

SUBMISSION PURPOSE ___ S_utm_ i_s~s1_·o_n_of_ f_ur_th_._e_r _d_a_t_a_1_·n_re_s~po_ ns_e_ t_o ___ _ 

previous EEB review 

SHAUGHNESSEY NO . 

0 

·· CHEMICAL , & FORMULATION 

permethrin 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHI NGTON, D .C . 20460 

115 JUN 1981 

MEMORANDUM Ol"l"I CI! 01" 
P l!:STI C IDl!:S AND TOX I C SUBSTANCES 

SUBJECT : Review of a Laboratory Study on the Effeets on 
Reproduetion and Neonates of Miee Nesting in Cotton 
Treated with 7.4% Per methrin [Damminix (Formerly 
Tiek Buster) , 56783- R) 

TO: 

FROM : 

THRU : 

THRU: 

George La Rocca, PM-15 
Insectieides- Rodentioides Branch 
Registration Division , TS- 767c 

Ann Stavola, Aquatic Biologist~ ~ A-• ~ 

Ecologieal Effeets Branoh ~U~ 
Hazard Evaluation Div i sion , TS- 769:a 

Douglas Urban , Head - Section III 
Ecologieal Effects Branch 
Hazard Evaluation Divis i o n 769c 

Miahae l Slimak , Chief ~,,,...,,_,, ~!ttls 1 
Ecologieal Effects Bra c 
Hazard Evaluation Division, TS- 769e 

EEB ' s review of January 9 , 1987 regarding the proposed 
registration of Tick Buster (now called Damrninix) stated that 
the registrant would need to eonduct a study to determine any 
potential risks to which breeding mice could be exposed by 
using Damminix as nesting material. 

The registrant submitted a laboratory study 0onducted with 
white mice , Mus musculus , to assess the effests of permethrin -
treated sotton used as nest material on the survivability of 
neonates born in the nests, and the ability of these exposed 
miee (F1 generation) to reproduce suceessfully when they became 
adults . 
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Pregnant mice formed nests of the treated cotton , and their 
offspring (F1 generation) lived in these nests for 21 days, 
unt il they were weaned, separated into groups and subsequently 
mated . 

The results indicated that the F1 miee born in the treated 
cotton were not affected by the permethrin either in terms of 
survivability or dermal abnormalities. The ability of the F1 
miee to reproduce successfully demonstrated that the chemical 
did not cause any congenital effects that impaired that function . 

EEB has determined that the study is acceptable . Based 
upon the results of this study EEB concludes that the use 
of Damminix as smal l rodent nesting material in woodlots to 
control disease - transmitting ticks will not result in a 
significant increase in risks to nontarget organisms • 

As we mentioned in our earlier review there were several 
label statements that needed to be elarified. The company 
should clearly state the following on their label: the minimum 
distanee as well as the maximum distance between the tubes, the 
maximum number of applications , the time interval between 
applications , the months the tubes can be applied and , finally , 
any geographic restrietions . 
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EcoHea 1 th, Inc 

27 May 1987 

Ms. Christine Dively 
Assistant Product Manager (15) 
U.S. Environmental Protection Agency 
Room 200 - Bld. 2 - Crystal Mall 
1921 Jefferson Davis Hyw. 
Arlington, VA 22202 

Dear Chris, 

I am sending 5 copies of a revised draft label for DAMMINIX (EPA Reg. No. 
56783-R), as well as 5 copies of the secondary container (tube) label, for 
your approval. Revisions were made following our telephone conversation in 
early April and may not include other changes you have made since then. 

Please feel free to call me at (617) 732-2064 should questions or 
problems arise in your review of this label. We thank you for your prompt 
attention to this matter. 

EcoHeal th, Inc. 

Sincerely Yours.' ~ 

-rtF>¾M Jt ,n 
Thomas N. Mather, Ph.D. 
Chief Research Scientist 

33 Mt. Vernon Street, Boston, MA 02108 (617) 742-2400 

• • •• 

•• • • • 
•• • •• 

•• • •• 
••• 

••• • • • 
• 
• • •• 
• • • • 

• 
• • • • 
• • • •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
• ••••• • • •• 
•••••• • • •• •• 
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ALEXANDER KOVEL, ESQ. 

May 20, 1987 

Ms Chr1st1ne Dively 
Assistant Product Manager (PM-15) 
Env1ronmental Protectlon Agency 
Crystal Mall , Building 2, Room 200 
1921 Jefferson Davis Highway 
Arl 1ngton, VA 22202 

Re: Damm1n1x 

Dear Chr1s, 

I am enclosing the original letter from FMC Corporation authorizing the use of 
data that we spoke about today. I have also arranged for the rormal change of 
name, (from I VC Corporation to EcoHealth, Inc. ), request to be sent to Wll I lam 
Shlf let, whose telephone number you gave me this morning. 

I If you need anything else, please let me Know. 

We very much appreciate the help you have provided. Thank you. 

Sincerely, 

33 Mount Vernon Street 
Boston. MA 02108 
(617) 742-4950 
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FMC Corporation 

Agricultural Chemical Group 
2000 Markel Street 
Philadelphia Pennsylvania 19103 
2152996000 

December 12, 1986 

Mr. George T. LaRocca (PM-15) 
Registration Division (OPP) (TS-767C) 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mal 1 2 
Arlington, VA 22202 

Dear Mr. LaRocca: 

Subject: Lyme Tick Buster 
EPA Reg. No. 56783-PENDING 

-FMC 

FMC Corporation understands that IVC Corporation, Inc. has applied 
for registration of the subject product and that the subject product 
contains the active ingredient permethrin. We authorize EPA to 
consider and use all data contained in the Pounce® Technical 
insecticide, EPA File No. 279-3013, for the registration of the 
subject product. 

This authori zation does not imply any waiver or abdication of our 
rights in these data or any right to use these data by anyone for 
use other than specified herein. The Final Rule for "Pesticide 
Registration and Classification Procedures, Procedures to Ensure 
Protection of Data Submitter 's Rights" provides an original data 
submitter who has provided EPA with infonnation on an active 
ingredient that would be subject to "Exclusive Use" protection under 
FIFRA Section 3(c)(l)(D)(l) would be notified by EPA of each 
application registration of a product containing that active 
ingredient at l east 30 days before the registration is approved . 
FMC Corporation does not object to issuance of the subject product 
registration and therefore, waives the right to receive such notice 
for the pending application. 

Respectfully Y,Ours, 

£~~~ 
Senior Registration Specialist 

cc : A. Kovel, IVC Corporation, Inc . 

175011001 Olsw 
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0 rr i c P ,. f I='._•:. : i r id,· r r (I ~ r -) n·,' 

foow 
a 

IVC CJRP . , INC . APR 2 7 1987 3:', MOlll iT V[RNON ST. 
BOSTON, MA 02108 

n,;-port o: : Ar..:.lysi• rc,r Cornp l iJr,c -' H1,r1 rn ~:c, t:cc. '.'c-:: 
Produc t Name - DA..'1INIX 
EPA Reg . No . - 56783-R 

Tha nf. you f o r y our transm ~~ 31 o f 0J/:'·"L'87. '.) .J,,. ~ta ff has comµlt!tt::d 
a p:-'=' : :m,na ry and lysi~ e: f ~t1•! 11at2r i.i:. -:-~1,,· n:·::.,..; r:., 11e r0r0v id••·:r .,::. f:,1 1-:, ws . 

we are un,1ble t.•"' ,i c,:~p! ;o:1r Cal ,1 ,ubm,' tJ . fo r furLr1er pro 
c.essi~1g Jnel re-vie ~✓-. because r.,' the s ,Jn ifi t.:ir,t rt,:!f i c. ii:Jnc,e:. notE·d 
l)el,;;•, . It ·:; b•~i •'·~ r,:, t urni=r1 t o y,~1; f ·;r ::on·,.!cl :n r,. If .:Jef 1ci~ncies 
;12re f cur-d \J/"oi c l , -J ;.>PI/ ~:· '/(;_r v:E'.: 1 ..i" S J~rr:, ~-~,:·1 , •.r-,e·: arE- de[c.r i bfc(I 
irnn1cj :.J.t,?0

' / f )II y,/, 1"'1_; ~hi :- ,: . ~.;s Jr1p11 . if f ro:.;1~m-: .~re f c,u nJ •,Jith 

ir,,.; i'l.i t:ua' stud, -~~ . lhPy c .. C -::esc,rit-ec: t•o.! IO \.. 1 11 k".:'d t-c th::: Sl:L,d/ 

identifier hund 0n th•? en-.:•,,·-cc -.:..op', o f •;ou r b1bl,ogra ,)l1y. 1hcse 
prc,b lem5 0,1:-iich ar2 cause f o r reJN. tion <1re identified ,11th an 

a steri sk . 

in the futurf' pleas~ i ctenr·ify ::he r E-gulatory action ( i. e. , 
regi s tra t ion n·Jmber, experiment.JI p ~rmit :1umt)er , petitio n 
number, data cal l · in , de.) supported t,y your submiltal. 

In the transn1it.t,,I do,· 11m,~n t. pl>::?,1 s e inc'u•Je .:i clear l i ·; t o r 
b i Llogruphy o f t t1c ~-tud i e~, wri ,cr, ,]re ~ein9 s ubmitted in tne 
,ja t.) P •l Ck a g e. 

Ycu provided Fev er l hdn the rl..'qui1 ed three compIet0 ,. o,)iCf, 
o f S1Jbmi!.ted 1j .1 ta . In t '11~ Fu ti ,r,-,, 1) ,~ ,.uri? t 1) suhm, t t t-e full 
.-,urnb,?r o f r-.:>quircd ,:c,p ,e: . . 

Pl ,? ~~ s 1? inrtud<? ,1 r.opy o f your t 1·an;~11t. l a l f,,r e.:ich ccpy o f 
your submitttt I. 

Th,~ reject.e d documents below ,ire id11ntif1ed •,1itt1 numbers •,micl; 
corre:ate t o triose ta k e n from yo ur su t,miltccl bib! i ograpr,y 

(0 I) 

• The r cquirE·d cer ~ific.a lic,n o r <JOOd ,~ t,c,ralory pr ,.1c l1 ccs 
requir,~d by '1 0 CFR 16 0 f o•· ::;ludies of th, s t ype 'v:a s om, t t.ed . 
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S t 11cl i~s :nv; t b·? .-::.:,r: t i r,uo1J·.:; 1 / po 'J 11·,..:1 l e d Fr 0,11 U1•.~ t I t i t1 u d g-: 

t:11rough the end of the sl.ucy Jnd :111 appen dices· e}.C'-'P t ror 
tl1~ Co nfi ,1enti .11 At':a c hmen t o r Supp lement .3 1 St.Jlement c f 
Confide ntia li ty Clc1 i ms , i f present - •e v e n ~m er. tht> -, t1 1dy i •. 
l arge enough to sp,3n mor~ than one phys ica l v o l ume. 

You must in1, l•Jd t? o ne •J f 'h •! t•,:o a,. c,.'r:; t a blr s ~.1,.emr-n•.f. e r oa::;,, 
con<i dent ia l it•; clair1s 1;nder r 1FnA -:;P-ct inn I O'rl)( ! )(I\) , nn, 
(,r (C) a s the s,:-r:ond el2rnent · r, r.·act, 51.ud,. S~•- p:19•.::~- 3 .::in:J 
n o f Pl1 Not.ice 8G !i . 

Sincerely your s , 

Geor ge T. LaRocca 
Product Manager (15) 
Insecticide-Rodenticide 
Registration Divis ion 

Branch 
(TS - 767) 

P.s. Note that although ve are returning your data for deficience• noted 
in the data package a copy of this information has been tranemitted to 
the Ecological Effects Branch to enable them to complete their review on 
this application for registration. 

7 
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lx6des Vector Control------------------------

21 March 1987 

Mr . George T. LaRocca 
Product Manager (15) 
Insecticide-Rodenticide Branch 
Regi stration Division (TS-767C) 
Environmental Protection Agency 
401 M. Street SW 
Washington, D.C. 20460 

Dear Mr. LaRocca, 

I am sending herein, supplemental data regarding our product (formerly 
known as TICK BUSTER), as requested by reviewers in the Environmental Hazard 
Divi sion. The study, labeled Study lA, tested exposure of neonatal mice to 
7.4% permethrin-treated cotton nest material. Results clearly indicated that 
no skin irritation occured on the hairl ess mice and no del iterious effects 
were observed either in mouse survival or reproducti ve capacity followi ng such 
an exposure . These data should be inserted i nto our appl ication for 
regi stration, in the section l abelled EFFICACY DATA, just after Laboratory 
Study 1 ending on page 11. 

We also request, at t his time, that the product name be changed from TICK 
BUSTER to OAMMINIX •• . for Lyme ticks. We feel that this new name better 
identifies our product for the . intended market without making broad claims 
about its ability to ki l l all species of ticks. One other change has been 
made s ince our initial registration appl ication was made . Al though we haven't 
received new letterhead as yet, the company name was recently changed from IVC 
Corporat ion, Inc., and i s now EcoHealth , Inc. All addresses and telephone 
numbers have remained the same. Pl ease make note of these changes. on .our :••:•: 

• • • • • registration application . •• •• 
• 

We request that thi s supplemental data receive immediate revi ew ;b,. •bhat • •• regi stration of DAMMINIX . .• for Lyme t icks can be completed as ~ as 
poss ibl e . In order for our product to have any effect in reduci~• :the 
incidence of Lyme disease, it must be applied no later than August 1. Without 
r egi stration, we are unable to finalize production plans or enli st cu,loo&rs. ••• Thus , in order for us to meet all forseen production requirements a~D. t ime 
lags, registration i s needed no later than mid-April, if we are to di str,.t:ute 
product in a useful manner in 1987. 

IVC Corporation, Inc. 33 Mount Vernon Street, Boston, MA 02108 (6171236-4203 

•••••• • • . . 
• •••• • • ••• •• 

• 
•••• •• • • •• 
•••• •• • • •••• 
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We t hank you for your cooperation in our effort to protect the publi c 
health. 

P ('C. .. r u w-1-:,o I"'' ----

Si ncerely Yours, 

/~ µAM }1 . rv,~ 
Thomas N. Mather, Ph .D 

Chief Research Scientist 
EcoHea 1th, Inc. 

(\o cl.~ C h ~~\s+-r ~ ~<c,5bS7 
E \\ ,c..o....c..0 (j ~bS- loS ~ 

• • • • • 
• 

•• • . 

• • •• 

• • • • • 
•••• • • • •• • 

• 
•• • • • • •• • 

••• • • • •• 

•• •• • • • • • • . 
• ••••• • • • • 
• • ••• • • • •• •• 

• 
•••• •• • • • • 
• ••• •• • • •• • • 
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STUDY IA 

• • • • • •• •• 
• 

•• • • • • • •• 
•••• • • • ••• 

•••••• • • • • • 
• ••••• • • • • 
• •••• • • ••••• 

• 
• ••••• • • • 

•• • • • • •• • 
••• • • • •• 

•• 
• ••••• • • •• •• 
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JA. Test to evaluate effects of permethrin-treated cotton on neonatal mice. 

We evaluated whether permethrin-treated cotton affects survival or 
reproduction in mice exposed as neonates. 

METHODS 

Pregnant white mice (Mus musculus), due to deliver within 3 days when 
obtained from Jackson Laboratories, were placed separately in standard 29 X 18 
X 13 cm mouse cages containing wood shavings and 4 grams (about 25-30 balls) 
of cotton for nesting material. A total of 22 of these mice (hereafter called 
the parental generation, F) were divided into 2 equal groups; mice in group 1 
were housed with cotton co8taining 7.4% permethrin, while mice in group 2 were 
housed with nontreated cotton. The number of offspring (hereafter, the F1 generation) of these mice was determined by counting at 7 days post-partum. 
Mice were examined grossly for skin lesions, redness or other abnormalities. 
These mice, both F and F1, remained exposed to the cotton nest material until 
day 21, when th~y were completely weaned from their mothers. F1 mice were 
again counted and visibly examined for skin abnormalities. 

We placed from 2 to 4 F1 females from each nest (this number depended 
upon whether or not a nest had 4 females) together with one male from an 
adjacent nest ( ie. females from box I were paired with one male from box 2, 
etc). Mice were held together for about 4 weeks in cages containing 
woodchips. Thus, permethrin-exposed females mated with similarly exposed 
males. Nonexposed mice were handled in a like manner. Pregnant F females 
were separated into standard cages at the time the first F1 mouse delivered, 
and were observed daily until all delivered. The num5er of offspring 
(hereafter, the F2 generation) were counted within 12 hours post-partum and 
again at day 7. These F2 mice were examined grossly for lesions and 
abnormalities. 

Litter size and survival to weaning of nestlings exposed to 7.4% 
permethrin were compared to that observed for nonexposed mice using Student's 
T-test. The reproductive success of animals in the F1 generation was ~~mp~red 
to that of nonexposed mice by using contingency table analysis on t~t 11Tean 

• litter size of F1 nestmates. • •• 
• • • • •• 

Cotton used to expose neonatal F1 mice was tested in a standard ~◄~~ay 
at the time of weaning, following the 21 day exposure. Two nests of tte~ted 
cotton, and one nontreated cotton nest, were placed together with.~i~gle 
Peromyscus 1eucopus that were infested with about 150 larval Ixodes •'1i1'tnPrim" 
for 24 hours. The number of successfully-fed ticks was determined f~r ~ach • • bioassay mouse by counting ticks as they detached. •• 

-lla-

•••••• • • • • • 
•••••• • • • • 
••••• • • • •••• 

• 
•••••• • • •• 
•••••• • • •••• 
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LABORATORY CONDITIONS FOR STUDY IA 

Mice used in this test were held in a large, well-ventilated animal room 
with constant temperature (70°F) and a 16 hour photoperiod. Cages were held 
on metal racks so that cages were protected from direct light exposure. Light 
intensity in the cages was measured to be 20 footcandles using a hand-held 
light meter (GE type 214). For comparison, daylight illumination was measured 
to be >1000 footcandles while illumination in a partially-shaded outdoor site 
was 850 footcandles. 

RESULTS 

All of the mice formed nests of cotton within 24 hours. These nests were 
incorporated into hollows dug in the woodchips, and were usually made in the 
corner of the cages. All F1 progeny appeared to be delivered into these 
nests; at least, each litter was covered by the cotton in a nest within 24 
hours of delivery. 

We counted the number of F offspring produced by pregnant females 
exposed to treated and nontreated coiton, and determined their survival to 
weaning (Table l}. The average number of offspring counted at 7 days post
partum was 10.6 (± 1.5) per litter for nontreated mice and 10.3 (± 1.5) per 
litter for treated mice. No statistical difference was found between 
treatment and controls (p = 0.29}. In addition, no mortality was observed 
among any of the litters between 7 and 21 days after birth. Hairless neonatal 
mice showed no unusual signs of skin irritation throughout this period. Thus, 
treatment with 7.4% permethrin-impregnated nest material had no observable 
effect on the survival of neonatal mice to weaning. 

Table 1. 7- and 21-day survival of mice exposed to 7.4% permethrin in 
nest material at birth compared with similarly-handled 
nonexposed mice. 

Parent Female 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 

Permethrin 

7 days 

10 
10 
12 
9 
9 
9 

14 
10 
10 
10 
10 

-llb-

Survival of 

Treated Nontreated 

21 days 7 days 21 day~• • : •• •• 
• 

•• • • • • 10 12 12 • •• 
10 10 10 •••• • • • •• • 12 12 12 • 
9 10 10 ••• • • • 9 8 8 ••• 
9 12 12 ••• • • • •• 14 9 9 

10 11 11 
10 9 9 
10 12 12 
10 12 12 

•••••• • • • • • 
• ••••• • • • • 
• •••• • • • •••• 

• 
•••••• • • •• 
• ••••• • • • ••• 
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We also determined reproductive success of the F1 offspring exposed as 
neonates to either treated or nontreated cotton nests. The number of 
offspring produced by such treated and nontreated mice are shown in Tables 2A 
and 2B, respectively. Litter sizes ranged from 2 to 16 offspring for 
nontreated mice (mean= 11.1; s.d. = 2.8), and 6 to 14 offspring for those 
exposed as neonates to 7.4% permethrin (mean= 11.0; s.d. = 2.1). Contingency 
table analysis indicated that no statistical difference existed between 
treated and nontreated litters of the F2 generation (Chi-square= 3.097; D.F. 
= 10; Prob. = .9790). The F2 offspring of all mice, both from treated and 
nontreated parents, appeared normal. In addition, no differences were found 
in their 7-day survival (Chi-square= 3.570; D.F. = 10; Prob. = .9647). Mice, 
exposed as neonates to 7.4% permethrin-impregnated nest material, had the same 
reproductive success as did similarly held nontreated mice. 

In addition, we determined whether the neonatal mice were exposed to 
biologically-active permethrin throughout their 3 week exposure. Results of 
bioassays of treated and nontreated cotton are presented in Table 3. No ticks 
successfully fed on either P. leucopus exposed to treated cotton, while 70% of 
the ticks initially placed on another mouse that was exposed to nontreated 
cotton fed successfully. 

Table 3. Feeding success of ticks on P. leucopus exposed to 3-week o7d 
treated {T) and nontreated {NT) cotton used to expose neonates. 

Number of engorged larval ticks 

Days after tick attachment 

Nest 3 4 5 6 Total 

T-5 0 0 0 0 0/150 
T-7 0 0 0 0 0/150 

104/150 • • NT-1 22 67 12 3 • • • •• •• 
• 

•• • • • • • •• 
•••• • • • •• • 

• 
•• • • • • •• • 

••• • • • •• 

-llc-

•••••• • • • • • 
• ••••• • • • • 
• •••• • • • •••• 

• 
•••••• • • • • 
• ••••• • • • ••• 
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CONCLUSIONS 

Neonatal mice, when exposed from the time of birth until weaning (21 
days) to 7.4% permethrin-impregnated nest material, exhibit no reduction in 
survival or reproductive success when compared with nonexposed mice. In 
addition, such treated mice develop no apparent skin lesion or irritation. 
Permethrin in the test cotton remained biologically active throughout the 3 
week neonate exposure period. It appears that such permethrin treatment has 
no adverse effect on neonatally-exposed mice. 

• • • • • •• • • 
• 

•• • • • • • •• 
•••• • • • •• • 

• 
•• • • • • •• • 

••• • • • •• 

-lld-

• ••••• • • • • • 
• ••••• • • • • 
••••• • • • •••• 

• 
•••••• • • • • 
• ••••• • • •• •• 
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Table 2A. Litter size and 7-day survival of offspring (F2) from mice exposed 
to 7.4% permethrin-impregnated nest material as neonates. 

Number of F2 offspring counted for 

F -1 I F -2 1 F -3 I F -4 I 

Parental (F ) No. birth 7-day birth 7-day birth 7-day birth 7-day 
0 

Treated-I 8 8 11 11 13 13 * 
Treated-2 13 13 12 12 8 8 ## 
Treated-3 10 10 10 10 11 11 ## 
Treated-4 11 11 13 13 7 7 14 14 
Treated-5 10 10 12 12 13 13 10 10 
Treated-6 10 10 11 11 12 12 10 10 
Treated-7 8 8 12 11 6 6 12 12 
Treated-a 12 11 14 14 * ## 
Treated-9 12 12 10 10 8 7 ## 
Treated-IO 14 14 13 13 8 8 * 
Treated-11 11 11 13 13 14 14 * 

* Failed to become pregnant during experiment. 

## Missing due to insufficient number of females from parental litter. 

• • • • • •• • • 
• 

•• • • • • • •• 
•••• • • • •• • 

• 
•• • • • • •• • 

••• , 
• • •• 

-Ile-
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• ••••• • • • • 
• •••• • • • •••• 

• 
•••••• • • • • 
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136

.....------------------ -~------ --

Table 28. Litter size and 7-day survival of offspring (F2) of mice 
exposed to nontreated cotton nest material as neonates. 

Number of F2 offspring counted for 

F -1 1 F -2 1 F -3 1 F -4 1 

Parental (F ) No. birth 7-day birth 7-day birth 7-day birth 7-day 
0 

Nontreated-1 11 10 10 10 8 8 12 12 - Nontreated-2 10 10 10 10 13 13 ## 
Nontreated-3 11 11 11 11 5 5 8 8 

- Nontreated-4 8 8 11 11 9 9 ## 
Nontreated-5 14 14 13 12 16 16 * 
Nontreated-6 11 11 11 11 12 12 14 14 
Nontreated-7 16 16 15 15 * ## 
Nontreated-8 12 12 11 11 14 13 13 13 
Nontreated-9 2 2 11 9 * ## 
Nontreated-10 12 12 13 13 12 12 10 10 
Nontreated-11 11 11 9 9 12 12 * 

* Failed to become pregnant during experiment. 

## Missing due to insufficient number of females from parental litter. 

• ••••• • • • • • • • • • • •• • • • ••••• • • • • • •• • • • • • •••• • •• • • • •••• •••• • • • • •• • •••••• • • • • • •• • .. • • • ••••• •• • • • • • •• ••• • • • •• 

-llf-
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D .C . 20460 

MEMORANDUM 

SUBJECT: 

FROM : 

TO : 

THRU: 

Background 

OFFICE OF 
Pll:ST IC I DES AND TOXIC SUBSTA ... CES 

FEB 2 5 007 

EPA Reg. No . 56783 - R - Tick Buster : Request for 
Toxicology Branch review of new use of permethrin 
to control ticks and fleas . 

TOX CHEM No . : 65288 
TOX PROJECT No .: 7 - 0216 
Record No. : 183805 

John Dohertyffi~l.:-t~ :t/s-/g7 
Toxicology r nch, 
Hazard Eval tion Division (TS-769) 

George LaRocca 
Product Manager 15 
Registration Di vision (TS - 767) 

Edwin Budd ~~ Section Head </;~ All 
Toxicology Branch . Uf/J~ 
Hazard Evaluation Division (TS - 769) 'r ·, /~ 7l<i1 

, ~ 'd\l( 

The IVC Corporation (Boston , Massachusetts) is seeking to 
register their product TICK BUSTER which consists of cotton balls 
impregnated with permethrin . This product represents a novel 
use of permethrin in that the cotton balls are placed in areas 
(outdoors} inhabited by rodents particul arly mice . The rodents 
gather the cotton bal ls and bring them to their nests where the 
permethrin kills the ticks and fleas . 

The registrants letter of application discusses that their 
product may be especially useful in controlling the tick borne 
diseases Lyme disease and babesiosis. 
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No new toxicology data were included in this application . 
Toxicology Branch (TB) understands that the registrant has the 
appropriate permission to cite al l toxicology data with permethrin 
in its files to support t h is registration. This should be verified 
by Registration Division . 

TB Comments 

1. TB considers this registration of this product to be 
toxicologically supported. 

2 . A copy of the product label is attached . Although no studies 
with the product TICK BUSTER were submitted , the label signal 
word (CAUTION) is considered by TB to be appropriate (see 
3 below) . 

The label precautionary statements are not considered adequate 
at this time . The following comments apply . 

i . TB r equests that the registrant verify that inducing 
vomiting is appropriate in the event that this product 
is somehow swallowed . The physical nature of this product 
being in the form of cotton balls may contraindicate 
vomiting as a firs t aid measure . For example , the 
cotton balls may block the windpipe if a person is forced 
to vomit them . The registrant will have to consult with 
physicians who are experts in this field to just i fy in 
clusion of the instructions to induce vomiting on the 
label and/or to o t herwise devise an appropriate first aid 
in the event of swallowing this product . 

The precautionary statements should include information 
that contact with skin may result in transitory numbing 
and tingling sensations in addition to the instructions 
to wash hands after contact . 
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3 . The acute toxicity studies normally required to support 
labelling are not necessary for this product . For example , 
it would not be practical to attempt to dose rats by gavage 
or to instill the eyes of rabbits with the cotton balls. The 
acute dermal LD50 and dermal irritation studies are considered 
unnecessary because technical permethrin is TOX CAT III (at 
least) and the formulation would not promote dermal absorption . 
An inhalation study would not be required based on the use 
pattern . 

4 . The toxicity data base previously submitted by the ICI , 
the FMC and the Burroughs Wellcome Corporations includes 
batteries of acute , subchronic , chronic , oncogenicity , 
reproduction , teratology and mutagenicity studies which 
are considered by TB sufficient to support this proposed 
use of permethrin . 

5 . A potential hazard resulting from t he use of this product 
is to non - target species including humans (particularly 
children) that may contact and i n some cases eat the 
impregnated cotton balls after they have been distributed 
and left in place . 

With respect to humans , an apps;,fpriate cautionary state 
ment placed directly on the tube itself should be required . 
The "Mr. Yuk " symbol would be helpful in discouraging many 
chi l dren from handling this product in the field . 

With respect to other species , birds and other nest building 
species may also take the cotton balls . Thus , TB recommends 
that this registration request be sent to Ecological Effects 
Branch (EEB) for review . 
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EEB REVIEW 

Permethrin Tick Buster 

100 . 0 Submission Purpose and Label Information 

100.1 Submission Purpose and Pesticide use 

100 . 2 

The registrant , IVC Corporation , Inc. , is requesting 
a reg is trat ion of the permethr in produc~ Tick Bustei;, to 
control ticks carried by the white-footed mouse Peromyscus 
leucopus. 

According to the submission, deer ticks are the 
principal vector responsible for the transmission of the 
pathogens causing Lyme disease and human babesiosis in the 
northeastern and central United States. Immature stages 
of the tick feed mostly on~- leucopus . This mouse species 
appears to serve as the principal reservoir for both 
pathogens. 

All life stages of the tick are present throughout 
large tracts of woodland as well as in residential sites . 
Because the distribution of the tick is well-dispersed, 
conventional methods of pesticide application such as 
spraying are impractical in this case . The registrant 
believes that by treating the mouse ' s nesting material 
with permethrin, which is used to control ticks in the 
home, the ticks which transmit the pathogens can be 
effectively reduced in numbers to reduce the incidences 
of these two diseases. 

Formulation Information 

Permethrin* .... 
Inert Ingredients : 

7.4% 
92.6% 

100.0% 

*(3-phenoxyphenyl)methyl(+) cis/trans 3-(2-dichloro 
ethenyl) - 2 , 2- dimethyl cyclopropanecarboxylate 

cis/trans ratio: Min 35% (~) cis and max 65% (~) trans 

Contents: 4 . 5 g (approximately 30 cottonballs) 

100 . 3 Application Methods , Directions , Rates 

Permethrin-impregnated mouse nest material kills 
ticks and fleas attached to mice and present in the nest. 

For the control of disease-transmitting and other 
ticks and fleas around yards and in woodlots. 
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FOR OUTDOOR APPLICATION ONLY 

For the control of ticks and other ectopa r asites 
associated with r odents that serve as reservoirs for 
pathogens causing Lyme disease and babesiosis . Ticks 
feedi ng o n these animals become infected a nd transmit 
disease to humans, dogs , and horses . The cottonballs 
enclosed in cardboard dispensing tubes are impregnated 
with permethr in and are intended as bedding that rodents 
will r emove to their nests . Trea tme nt of nests does not 
harm rodents but kills disease- transmitting ticks , both 
on the rodents and in their nests . 

To apply, discard plast i c endcaps . For best results, 
place tubes flat on the ground in all brush- covered and 
wooded areas to be treated . The maximum distance between 
tubes s hould not e xceed 10 min a ny direction . Treat
ment should be limited t o areas inhabited by r odents, and 
need not include mown lawns or open grasslands. Tubes 
should be positioned so that rodents have access t o the 
open ends . Pr oduct wo rks best if no t covered by leaves or 
other material . 

FOR TREATMENT AROU ND YARDS: Place tubes withi n 1 m o r 
the edge of mown lawn , in flower gardens , under bushes a nd 
alo ng fences , wherever rodents may reside. For compl ete 
coverage , all brush-covered o r wooded areas within 50 m 
surrou nding the yard area to be protected should be tre ated . 
Replace tube when nesting material is completely removed . 

FOR TREATMENT OF WOODLOTS : Tubes should be placed 
in a contiguous array (such as a grid design) , with no 
more than 10 m between tubes in any direction . For com
plete coverage , apply tubes up t o the brush- covered edge 
surrounding woodlot. Placing tubes near thickets or rot 
ting logs within the wood l ot wil l be more effective than 
those placed in more open woodland terrain . 

Tubes should be applied at least twice a year : before 
April 1 and before August 1 . More f r equent appl i cation , 
beginning in April and continuing through the summer , will 
improve r esults . 

Note : Do not remove cotto nballs from i nside of tube . 
Contac t o f this mate rial with skin may cause irritation. 

100 .4 Targe t Organisms 

Deer ticks (Ixodes damrnini) 
Fleas 
Other ectoparasites 

2 
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100 . 5 Precautionary Labeling 

101 . 0 

101 . 1 

101 . 2 

This product is extremely toxic to fish. Do not 
apply t o areas where contamination of fish-bearing 
waters is likely . Do not contaminate water by disposal . 

Hazar d Assessment 

Discussion 

The permethrin p r oduct Tick Buster wi ll be used to 
control ticks and other ectoparasi t es on the white - footed 
mouse Peromyscus leucopus. Cottonballs enclosed in card
board tubes will be impregnated with permethrin/and the 
tubes wi l l be placed in wooded areas to be accessible to 
the mice . The cotton wi ll be carried by the mice to their 
nests to be used as nest i ng material. The pesticide in 
the cotton will kill the disease-transmitting ticks o n 
the mice and in their nests. 

Permethrin i s f ully registered for use on many 
agricultur al c r ops and around the home and garde n for 
control of many pests including fleas and ticks . The 
application rates to agricultural crops r ange from 0 . 05 
to 0 . 2 lb ai/A . 

Likelihood of Adverse Effects t o Nontarget Organi s ms 

Permethrin is very highly toxic to aquatic organisms 
as the LC50 values fo r f r eshwater fish and invertebrates 
range from 0 .32 to 9.8 ppb . However, permethrin is 
relatively no ntoxic t o birds and moderately to relatively 
nontoxic to mammals . The avian LC50 and LD50 va lues for 
the mallard duck and bobwhite quail are > 10 , 000 ppm and 
> 46 40 mg/kg, respectively . The mammalian acute oral 
toxic ity values range from 400 t o 8000 mg/kg for the rat 
and from 500 to 700 mg/kg for the mouse. The acute dermal 
LD50 value for the mouse is~ 2500 mg/kg indicating per
methrin is r e latively nontoxic by this route of exposure. 

By enclosing the perme t hr in-soaked c o ttonballs in 
cardboard tubes and placing them at a density of 48 tubes 
per acre the t o tal active ingredient per acre is only 0.0 4 
lb/A , wh ich is less than the rates already appr oved t o r 
use on a number of agricultural c r ops . Furthermore , it is 
very unlikely that the permethrin would enter aquatic 
systems from th is method of application . Therefore , the 
use of perme t h rin in Tick Buster will not be unacceptably 
hazardous to aquatic organisms. 

However, Peromyscus will be exposed to the permethrin 
by carry ing the treated cotton t o their nests in their 
mouths and also by nesting in the material a nd coating 

3 
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their fur with the chemical. In addition , neonates born in 
nests con taining this material will be more susceptible to 
dermal contamination since they do not have a protective 
coat of fur . 

Some of the efficacy data that were submitted in 
EPA Accession No . 265658 indicate that permethrin ' s toxic 
activity against ticks persists for 1 to 2 months in 
the field and up to 6 months over winter. In addition , 
the fur of mice became impregnated with permethrin which 
maintained its acaricidal activity for at least 2 days 
after the mice were removed from the study site. These 
efficacy testing results indicate that there is a long
term exposure of Peromyscus to permethrin which could be 
hazardous . 

In order to learn if the amount of permethrin to 
which each mouse could be exposed would be dermally toxic , 
the amount of permethrin with which each mouse would come 
into contact was calculated. (The calculations are attached 
to this review. ) In summary , if the percent active ingredient 
of permethrin in this product is 7 . 4%, each tube contains 
30 cottonballs that weigh a total of 4 . 5 g , and there are 
48 tubes distributed in an acre, the amount of permethrin 
available per acre is 15.98 g . In a field study (Study 2) 
submitted by the registrant , mice removed an average of 
25% and 30% of the cotton from tubes in grids measuring 
0 . 36 ha over a 3- week period . Each tube contained 10 g 
of cotton; therefore , 2.5 to 3 . 0 g of cotton were removed 
from each tube . If we assume that 3 g is the amount of 
cotton normally removed from each dispensing tube, then 
0 . 223 g of permethrin will be removed trom a tube containing 
4 . 5 g treated with 7 .4% permethrin . The amount of permethrin 
taken by mice per acre is 10.7 g. The density of Peromyscus 
is 10 to 20 individuals per acre (L, Turner, Pers . Comm.) . 
Therefore , an individual mouse will take 0 , 54 to 1.07 g 
permethrin . The acute dermal LD50 value is ~ 2500 mg/kg 
body weight . Since a mouse weighs 25 g the LD50 per mouse 
is 62,5 mg/mouse , which is considerably less than the 
amount of permethrin to which each mouse can be exposed 
(540 to 1070 mg). According to this exposure model , 
Peromy scus will be exposed to amounts of permethrin that 
can be hazardous . 

There are some flaws with this exposure model. It 
does not account for the amount of permethrin absorbed 
thro ugh the mouth as the mice carry the cotton to their 
nests . It assumes that all the cotton removed from the 
tubes is taken solely by~- leucopus , a nd all the missing 
cotton reaches their nests . However , the model still 
provides a means to look at potential exposure . 

4 



147

Label statements do warn that the product can cause 
skin irritatio ns. If it can irritate human skin that 
comes into contact with the treated cotton for a short 
period of time , what are the effects on small rodents, 
including neonate~ that will nest in it? 

In a field study (Study 2) submitted by the registrant, 
the effects of the treated cotton on mouse populations were 
assessed . Tubes contain,~~ 10 g of permethrin- trea t ed 
cotton (5%) were placed 1~ m apart in 7 x 7 and 5 x 10 
grid patterns . Mice were live-trapped in each site at 
3 -week intervals from May through September 1985. The 
increase in the number of mice captured in treated and 
nontreated sites increased 329% and 302% , respectively. 
A total of 38% of the mice captured in nontreated sites 
weighed 19 g or less, whereas 47% of the mice captur ed 
in treated sites were in that weight class. This difference 
is not statistically significant. 

There appear to be several weaknesses with this study. 
A sampling interval of 3 weeks is too long; the preferred 
interval is 1 week or less in order to minimize the 
influences of immigration and emigration . The method used 
to estimate population from the rate of capture is not 
described (e . g ., catch effort, mark-recapture). Since the 
interval between samplings is long, how were the effects of 
immigration and emigration taken into account? In addition 
to this information the raw data , including numbers of 
mice caught per trap per sampling time, age classes of 
mice caught , lengths of the pre- and postexposure periods 
and amount of cotton removed from each tube at each sampling 
period must be given . If the e xperimental design of the 
study is flawed, it is very likely this study cannot be 
used to support the registration of this product. Therefore , 
we do not have sufficient data to determine the effects on 
small rodent populations from Tick Buster . 

101 . 3 Endangered Species Considerations 

There are no endangered small rodents living in wooded 
areas around reside ntial areas. 

104 . 4 Adequacy of Toxicity Data 

As mentioned in Sect i o n 101.2 the field study (Number 
2 by Mather et al.) may have significant deficiencies to 
preclude it from supporting this product. The raw data 
and explanation of the expe rimental design and field 
procedures as described above must be submitted tor us to 
do a full analysis of this study . 

5 
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Should this study prove to be unacceptable, a laboratory 
study can be done in lieu of another field study. The basic 
premise of the laboratory study would be for mice to nest 
in cotton treated with Tick Buster at the rate specified on 
the label and observe the mice through one generation so 
neonates as well as adults are exposed. Since this type 
of study is not standardized, the registrant is advised to 
consult with EEB prior to its initiation. 

101 . S Adequacy of Labeling 

There are several deficiencies with the label. 

1) The submission indicates that the disease problems 
are most prevalent in the northeastern and central 
United States yet there is no label statement 
concerning geographic restrictions. If the 
registrant wants to limit use of this product to 
these regions of the country the label must 
clearly name only those States in which it will 
be used . 

2) The distance between tubes is not to exceed 10 m 
in any direction . No minimum distance is given. 
If the tubes are to placed 10 m apart, it should 
be clearly stated. 

3) The tubes are to be applied at least twice a 
year, but they can be applied more often . A 
maximum number of applications and the time 
interval between applications should be stated . 
The statement "Beginning in April and continuing 
through the summer" is vague. 

103 . 0 Conclusions 

EEB has reviewed the proposed registration of the 
permethrin product, Tick Buster, for use as a small rodent 
nesting material in woodlots to control disease transmitting 
ticks. EEB is unable to complete the risk assessment for 
this use because pertinent ecological effects data are 
lacking. In order to assess the risks for this use, EEB 
requires the following: 

1) Explanation and full description of the experimental 
design, field procedures and raw data (as described 
in Section 101.2) for the field study by Mather 
et al on the effects of Tick Buster on wild 
mouse populations. 

6 
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2) If the study is insufficient a laboratory study 
on the effects of cotton treated with Tick Buster 
on Peromyscus leucopus through one generation is 
required . Prior to initiating this study the 

UJ'(}0 ~tr71 Ii ;dvised to consult with EEB. 

Ann Stavola 
Aquatic Biologist 
Ecological Effects Branch 
Hazard Evaluation Division (TS- 769C) 

~:~~i~~b~~ad a,¢ ~,,,._,_ _/ y )fl 
Ecological Effe Varanch 
Hazard Eva t' n Di~vision (TS-769C) . / 

1 /r/f 7 
Mich ::>..od:i---drf.r;~ 
ChieV 
Ecological Effects Branch 
Hazard Evaluation Division (TS-769C) 
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Calculations 

7.4% permethrin per weight of cotton 
(0.074)(4.5 g cotton/tube) = 0.333 g permethrin/tube 

48 tubes/acre 
0 . 33 g permethrin/tube x 48 tubes/A= 15 . 98 g permethrin/A 

Field Test : 25% to 30% cotton taken from tubes containing 10 g 
cotton per tube. Therefore, 2 . 5 to 3 g cotton 
taken per tube . 

Assume 3 g is amount of cotton normally taken from tubes by 
mice. Then : 

(3 g/4.5 g)(0.333 g permethrin/tube) = 0.223 g permethrin 
taken from each tube. 

(0.223 g permethrin/tube)( 48 tubes/A) = 10.7 g permethrin 
taken from each acre . 

Assume 10 to 20 mice per acre: 

(10 . 7 g permethrin/A)/(10 to 20 mice/A)= 
0.54 to 1.07 g permethrin taken by each mouse 

Acute dermal LD5n ~ 2500 mg/kg body weight 
1 mouse weighs 25 g 

Therefore , LD5n/mouse > 62.5 mg/mouse 

e Attachment 

-

8 
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. ' ro.ns1n1ss ton , 
co~tro I ~ n.9 r bur row_ , 

1s nw 1-ewe. 1 
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TO: 

SUBJECT 

RECORD OF 
COMMUNICATION 

SUIIIMAAY OF COMMUHICATIOH 

~ f'HONE CAL L O DISCUSSION 

D OTHER (Sf'ECIFY) 

\ 

FIE LO TFllf' 

(Record o ( 11em checked abo••l 

FROM: 

TIME 

D CONFERENCE 

""' . \<o~ .~ ~ ~ '\ ~ 66 (s 

d--o..:tc._, . 
0..., N.,~ ~ O-..Ol~c& 

CONCL.USIOHS. ACTION TAl<EH O R REQUIAE:0 

INFORMATION COPIES 

TO : 

! , • , ..... 1300-6 (7-72) 
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---------,-~------~"!""9~-------:-:~~--::-:-:~-
. . REGI . TION DIVISION DATA Review· R&AlRO.. . ., ·:. ~~~\-

Co,tfltW,tM/ /JwlM# lnfonNtlaff - Do. "!ot O.•tttaln IMlotul s«:urtry lnf,191on· /E.O. 12065} · ·. 'f 
t. CHEMICAL NAME 

PER.METH~! 
____ 2_. ,_oe_NT_IF_Y_I_N_G_N_UM...;._B_E_R...,..-+ ___ 3_. ACT __ ,_o_N_coo __ e ___ +-_......;;4•:..:"'.;.cc=.;.ESS=.;.IO . .;.;N;;.;N.;.UM:::;.;.;.;;.=;.BE.=;.R;.;__+:::-l::-:T:-:O~B~E~C~OMP~=L~ET==-ED::;..:8:.::Y..;PM:..:::._--1 

5. RECORD NUMBER 

1". CHECK IF APPLICABLE 

0 Public H<Molth/Ouarantlna 

0 Substitute Chemical 

0 s..tonel Concarn 

15. INSTRUCTIONS TO REVIEWER 

0 Minor u .. 

0 Pan of 1PM 

0 Review Requlrfl L ... Than 4 Hours 

F. INSTRUCTIONS 

. I & <is 0'=>3 
6 . REFERENCE NUMBE R 

I 
7. DATi R ECEIVED (EPA) 

I ;J... IS /<otc, 
8 . STATUTO RY DUE DATE 

9. PRODUCT MANAGER (PM) 

L<>-~oc 
10. PM T EAM N 

TO BE COMPLETED BY PCB 
11 . D ATE SEN T TO H ED/TSS 

12. PRIORITY NUMBER 

13 . PROJECTED RETURN DATE 

A. HEO O Total AnaHmant · 3(cll5) C. 0 BFSD 

0. 0 TSS/RO 

E. D 01her 

Pl~ re,,te S.-\-~, \ \. 
D lncram.ntal Risk As...-..nant • 

3(c)(7) end/or E.L. Johnson 
mamo o f M ey 12, 1977. · 

B. SPRD (Send Copy of Form t o SPRO PMI 

0 Chemic.I Undergoing Active 
RPAR Review 

D Chamlcal Undergoing Active 
Raglnration Stenderds Review 

16. RELATED ACTIONS 

17. 3(c)(l)IOI 

0 

-p u .. A n y or All Available I nformation O Use Only Attached Oat• 
UM Only the Attached Data f or Formulation and Any or All 

0 Avall■ble Information on th• Tech nical or Menuf■cturlng Chemical . 

TYPE OF REVIEW 
Reglnretlon Pe tition 

TOXICOLOGY. 

ECOLOGICAL EFFECTS 

18. REVI EWS SENT TO 
D TB DEEB 

D RCB D EFB 

NUMBER OF ACTIONS 

EUP SLN Sec. 18 

-----------------◄ 

DEF 

D CH 

lnart MNR. USE 

D PL 

D BFSD 

Other 

w 1-------------------11-----------f--------- ------f--
:i: 

RESIDUE CHEMISTRY 

ENVIRONMENTAL pATE 

)( CH EMISTRY' '? r o ~ 
:;;t-+-----------------1r-----+-----+-----+-----1-----1----4 ----+ ---- -1 
t: EFFICACY 
a 
U:t-+---------------t----+ ----+-----t----+------11-----+ ----~ ----I 

PRECAUTIONARY LABELING 

0 .,, 
u. 
a) 

ECON OMIC ANALYSIS 

Label Submitted 
20:-t9-w1th Applicaltion 

Attached 

Confidential 
21. D Statement of 

Formula 

Repr"Mentativtt 
22. 0 L.t>els Showing 

Aoce;,ted U
A ttarhed 

EPA Form B570-13 (Rev. 11~11 PREVIOUS EDITIONS ARE OBSOLETE. 

23. Date Returned to AO 
Ito be completed by 

HEDI 

24. Include an Original and ◄ ( four> 
Copies of This Completed F 
fo r Each B ranch Checked for 
Review. 

.... 



157

Ix6des Vector Control------------------------

Mr. George T. LaRocca 
Product Manager (15) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 
Environmental Protection Agency 
401 M. Street SW 
Washington, O.C. 20460 

Dear Mr. LaRocca, 

15 December, 1986 

I have enclosed results from t he 30 day accelerated stabili ty study for 
LYME TICK BUSTER (EPA # 56783-tR). Pl ease replace page 2 of secti on L in Ll,e 
product chemistry portion of our registration application with thi s new page 
labelled 63 -17 STORAGE STABILITY. 

These results were generated by Fairfield American Corpora t i on us i r1 \: 
material prepared by Dr. Thomas Mather of IVC Corporation. For the st ability 
evaluation, Dr. Mather prepared hand -made batches using the same prot ocol I,_ 
had followed to prepare the numerous batches required to generate the ef f iCdlJ 
data reported i n our application. 

We hope that these data will satisfactorily complete our appl ication, arid 
we look forward to t he completion of your review. In th e meanti me . if 
additional questions arise, please contact either Or. Mather (617 -732 -2064) or 
myself (617 -742 -4950) . : ••• : • 

• • ••••• 
• • • • • • 
• • • • • 
• •• • ••••• 

• • • • • •• • • • • • •••• 
• •• • • • •••• •• • • • • • • •• • ••••• 

• • • • • • • • • • • ••• • •• •• • • • Inc. •• • • 
•• •• • • • •• • 

rvc Corporation, lnc. 33 Mount Vernon Street, Boston, MA 02108 (617) 236-4203 
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63-17 STORAGE STAB ILITY 

HARVARD HOUSE TUl:iES (TICK BUSTERS) 0-DAY RT & 30-DAY ET SST (2 & 87. PER.METHRIN) 

(Permethrin 7. w/w) 

Sample 

A 

B 

C 

Average: 

7. Rec'y: 

2 7. Tubes 

0- Day RT 

2.136 
2. 15 7 
2. 150 

2.04 1 
2.017 
2 . 013 

2. 125 
2.099 
2.084 

2.091 

30-Day ET Sc1mole 

2 .062 If q ~ A 
2 .017 -r f ~I 

2.023 

2.098 
2.124 
2 . 132 

2.030 I 

2.048 
2.052 

2.065 

98 .8 

B 

C 

i. Rec 'y: 

2. 

8 ¾ Tube:; 

0-Dav RT 

7.495 
7.441 
7 . 462 

7.398 
7.481 
7. 472 

7.421 
7.443 
7.369 

7.442 

30-Day ET 

7 . 388 
7.483 
7 . 418 

7.575 
7.516 
7.605 

7.405 
7.293 
7.216 

7.433 

98.0 

• • •••••• • • ••••• •• • • • • • • • • • • •• • ••••• • • • •• •• • • • • • •••• • •• • • ••••• •• • • • • • • •• • ••••• • • • •• •• • • • • • ••••• •• • • • • • •• •••• • • • •• • 
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-• 

63-17 STORAGE STABILITY 

HARVARD MOUSE TUBES (TICK BUSTERS) 0-DAY RT & 30-DAY ET SST (2 & 8% PERNETllRIN) 

(Permethrin i. w/w) 

2 % Tubes 8 % Tubes 

Sample 0-Day RT 30-Day ET Samole 0-Dav RT 30-Day ET 

A 2.136 2.062 A 7.495 7.388 
2.157 2.017 7.441 7.483 
2. 150 2.023 7.462 7.418 

B 2.041 2.098 B 7.398 7.575 
2.017 2.124 7.481 7.516 
2.013 2.132 7.472 7.605 

C 2.125 2.030 C 7. 421 7.405 
2.099 2.048 7.443 7.293 
2.084 2.052 7.369 7.216 

Averagt!: 2.091 2.065 Average: 7.442 7.433 

% Rec' y: 98.8 % Rec'y: 98.0 

• • •••••• • • ••••• •• • • • • • • • • • • •• • ••••• • • • •• •• • • • • ••••• • •• • • ••••• •• • • • • • • •• • ••••• • • • •• •• • • • • • ••••• •• • • • •• •• •••• • • • •• • 

2. 
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63-17 STORAGE STABILITY 

1-iARVARD MOUSE TUHES (TICK BUSTERS) 0-DAY RT & 30-DAY ET SST (2 & 8% PERHETHRHI) 

(Permethrin i. w/w) 

Sample 

A 

B 

C 

Average: 

% Rec'y: 

-

2 % Tubes 

0-Day RT 30-Day ET 

2.136 2.062 
2. 15 7 2.017 
2.150 2.023 

2.041 2.098 
2.017 2 .124 
2.013 2.132 

2.125 2.030 
2.099 2.048 
2.084 2.052 

2.091 2.065 

98.8 

8 % Tubes 

Samole 0-Dav RT 

A 7.495 
7.441 
7.462 

B 7.398 
7. 481 
7.472 

C 7.421 
7.443 
7.369 

7.442 

% Rec'y: 

2. 

30-Day ET 

7.388 
7.483 
7.418 

7.575 
7.516 
7.605 

7.405 
7.293 
7.216 

7.433 

98.0 

• • •••••• • • ••••• •• • • • • • • • • • • •• • ••••• • • • •• •• • • • • ••••• • •• • • ••••• •• • • • • • • •• • ••••• • • • •• •• • • • • •••••• •• • • • •• •• •••• • • • •• • 
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63-17 STORAGE STABILITY 

HARVARD MOUSE TUBES (TICK BUSTERS) 0-DAY RT & JO-DAY ET SST (2 & 8% PERHETHRIN) 

(Permethrin i. w/w) 

2 i. Tubes 8 % Tubes 

Sample 0-Day RT JO-Day ET Samole 0-Dav RT JO-Day ET 

A 2.136 2.062 A 7.495 7.388 
2.157 2.017 7.441 7.483 
2.150 2.023 7.462 7.418 

B 2.041 2.098 B 7.398 7.575 
2.017 2.124 7.481 7.516 
2.013 2.132 7.472 7.605 

C 2.125 2.030 C 7.421 7.405 
2.099 2.048 7.443 7.293 
2.084 2.052 7.369 7.216 

Average: 2.091 2.065 Average: 7.442 7.433 

i. Rec'y: 98.8 i. Rec'y: 98.0 

• • •••••• • • ••••• •• • • • • • • • • • • •• • ••••• • • • •• •• • • • • ••••• • •• • • ••••• •• • • • • • • •• • ••••• • • • •• •• • • • • •••••• •• • • • •• •• •••• • • • •• • 
2. 
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63-17 STORAGE STABILITY 

HARVARD MOUSE TUBES (TICK BUSTERS) 0-DAY RT & 30-DAY ET SST (2 & 8% PERHETHRIN) 

(Permethrin % w/w) 

2 % Tubes 8 % Tubes 

Sample 0-Day RT 30-Day ET Samole 0-Dav RT 30-Day ET 

A 2.136 2.062 A 7.495 7.388 
2.157 2.017 7.441 7.483 
2 .150 2.023 7.462 7.418 

B 2.041 2.098 B 7.398 7.575 
2.017 2.124 7.481 7.516 
2 .013 2.132 7.472 7.605 

C 2.125 2.030 C 7.421 7.405 
2.099 2.048 7.443 7.293 
2.084 2.052 7.369 7.216 

Averagl:!: 2.091 2.065 Average: 7.442 7.433 

% Rec'y: 98.8 % Rec'y: 98.0 

• • •••••• • 
•• • • • • • •• 

• 
•• • • • • • •• 
•• • • • • • •• 

• 
•• • • • • •• • 
•••• • • • •• • 

2. 

• ••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 

• 
• ••••• • • •• 
• ••••• • • •• •• 
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roWJd 0 M B No. ~0012 

- - ~l"FICI: OF ,-ESTICI O E "ftOGftAM fTS-7a 7) 
.... EA~ . NVl ft NMEN T1''\.~T- CTI A • V 

~ W A SHINGTON , D , C . 2 N H [i) ~ISTR ATION ~a, APPLICJ. TION FOR PESTICIDE: AME NDME N T A 11---a=------------------
t . COMPANY PRODUCT N O . 2 , DATE 

06 13-R. October 20, 1986 

OcH ECK 1F T H1s 1s A N E W A DDRESS 

a. PRODUCT N AMIE 

TICK BUSTER 

t. SU BJECT OF A M IEN D M ENT 

S EC Tl ON I 
3. PRODUCT M ANAGER 

G. L aRocca ( PM 15) 

IVC Corporation, Inc . 

33 Mt. Verno n Street 

Boston, MA 02108 

SECTION II 

O RESUIIMISSION I N R l!S,-O N SIE TO A GEN CY L ETTER DATIP;D ------,--

□FINAL PRINTED L A IIEL IN R ESPONSIE T O A GEN CY L E T TIER DAT ED -------

□ 0TH ER (explain below) 

SECTION Ill 
I. WIL L THIS PRODUCT IIE PACKAGED I N : 

CHI LD· ft l:S I STANT "AC KAG ING O v cs [xi N o 

UNIT "AC K A GIN G D YES ~ N O 

If YES, unit pkg. wt. _____ No. per container ____ _ 

W A Tl:R • SOLU■LE ,.AC K AGING O YIES [X) No 

If YES, pkg. wt. _____ No. per container ____ _ 

3 . LOCATI ON OF NET CONTEN TS • . SIZEISI OF RETAI L CON TAINER 

[] LAB EL O coN T A I N ER l tube--4.5 grams net contents 

• • PROP~ D LA I 
UCJGltN .ftl\l. 

ftltSTIUCTIED 

2 , TYPE OF CON TAINER 

□METAL 
O ,-L ASTfC 

□GLASS 
XiJ .. A .. ltft 

O o T H u , (Specif)') 

• • •••••• • 
S . L OCATIO N OF LA■aL D IRECTI O N S 

~ O N LA ■l:L 
S . MANNER I N W H I C H LABEL I S A Fl"I XED TO P RODUCT 

0 L I THOGRA,.H O OTHE R (Spec i fy) 

O o N MATERIAL A CCO M,.AN Y ING " "ODUCT 

(i] ,- A ,-Eft G L UIED 

(i]s T ENCILED 

SECTION IV 

1. CONTACT POI NT (Complete l te~ directly b•low for ldenH(lcotlon of lndlvlduol to be contacted, 
If neceu ol")I, to proce,, thl, appllcotlon). 

NAME 

A l exander Kovel 

T ITLEPres i dent, 

• · TYPED 

EPA Form 8570-1 (Rev. 6-81 EDITION I S OBSOLETE. 

8 . DATE A,-PLI C 

(Stamped) 

•• •• 

• 
•• • • • • •• • 
•••• • • • •• • 

ECEIVED 

•••• • • • • 
• •••• • • •• • 
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INSTRUCTIONS 

GENERAL 

Thlt form It to be uted for ell eppllcation1 for new and amended r111im1tion1 for pestlcida products. 

In ordar to proce• 1n application for r>ew ~istratlon submitted on this form, the following rr.tterill must eccompany the applJ. 
cation: 

1. Offer to Pr,y Statement IEPA Form 8570-22, -23, or -24). (If not ttx"'71pr.d by 40 CFR 162. r~t(b). 

2. Confidenti.l Statement of Formula IEPA Form 8570-41. 

3. Flw copln of draft l1bellng. 

4. Th.- copln of any data aubmitted. 

Submjpjon of L,abtling • Labeling should first be submitted in the form of draft labels with 111 epplication1 for n- reoinration. 
Such draft labels may be in the form of typed libel text on 8 1 /2 x 11 inch paper or u I mock-up of th• prop011d label. If prepered 
111 mock-up it should be constructed in wch I way as to facil itate storage in 1n 8 1/2 lt 11 Inch file. Mock-up label• significantly 
lffllller than 8 1 /2 x 11 inches should be mounted on 8 1 /2 x 11 inch ~r for wbml11ion. 

Submission of PIS• • 0.11 wbmitted in 1uppon of this application must be wbmitted In three copies. In order to fecilitata revi-. 
NCh type of data wbmitted must be bound separately, and clearly identified on the front cover includill!I the date submitted. 

A copy of the 1ppllcetion form 1nd I copy of the libel should be bound In 11ch separate volume of th1 data. 

ALL O'ATA FOR WHICH CLAIMS OF CONFIDENTIALITY ARE ASSERTED MUST 
BE SUBMITTED, BOUND SEPARATELY AND CLEARLY MARKED AS SUCH. 

SPECIFIC 
Pl- reed the instructions lilted below before completing this application. First determine the type of reginratlon ectlon, listed 
in BLOCK A, for Which you ere submitting this application. For applications submitted In connection with NEW REGISTRATION 
actions, Section, I, Ill, and IV must be completed by thP :1pplicar>1 Fnr applications submitted In connection with emended registrltion 
actions, Section I, II, and IV must be completed by th11 applicant. 
BLOCK A• Check the appropriate action for which you are submitting this form . ) 

' 
s.:tlon I - This Section must be completed for t!21b REGISTRATION and AMENDED REGISTRATION actions. 

1. Combany/Product Number • Insert your companv 11umber, if one has been aaigned. This number may have been uslgned to you 
a a asic registrant, a distributor, or as an est:1hlishment. If application is for an amendment, lnsen the registration number of 
the product. 

2. Q!!! . FIil in the appropriate date. 

3. Product Manager • If known, fill in the name and number of the rroduct M1nager. 

4. Proposed Classification • SP8(:ify the proposed clanificatlon fnr this product. 

5. Name and Addreu of Applicant • The name of the firm or panon ind addrett illown in your application It the person or firm 
to whom registration will be issued. If you are acting in beh11lf of another party, you must submit authorization from that 
perty to act for them in registration matters. 

An 1ppllclnt NOT r•lding In the United States must have 1n authorized agent felidlng 
In th• United St.t• to act for them in Ill registration m1tterL The name and complete 
maillne edd,.. of such an agent m,at eccompany this applic:ltion. 

6. Product Name • Enter the complete product name of this peJticide as it will appear on the label. Th• name mun be specific to 
thi1 product only. Duplication of nemes 11 not permitted among products of the same company. Do not include any br1nd name 
or company line de1ignation1. 

AMENOMENT INFORMATION 

Section II. This Section must be completed for all applications submitted in connection with AMENDED REGISTRATION. 

1. Subject of A'1'PtJTSnt • Check the appropriate bl0<:k, and provide a brief explanation of the purpo11(s) for the amendment, IUdl 
as: 'the .aaffion a s.te, pest, or crop"; " to change lnert ingredient .. ; "general llbel revisions of precautionary nat1menu", etc • 

•••••• 
: • : • • ••• • PACKAGING ANO CONTAINER INFORMATION 

•••• 
Sedte¥1•1'11·Thi15-:tlon must be completed for all appl ications submitted in connactlon with NEW REGISTRATION • 

•• 
1. e'ip.of Pac~•.):heck the appropriate block if you product will bl packaged In the indicated packaging types. Indicate the 
• .sl9.0J the ind atopackets and number per retail contlil\lr • 

•••• 2. Ttpe of R1t1tl.So,rJ~ntr • lndiait1 type of container In which prodl.N:1 will be ffl#keted . 

•••••• ~, i,c,cation of NeteContentt • Indicate the locatinn of the 111t1m1nt of net contentl • 

• •• ,t -sif.«tl of Retaj~ntainer • Specify the net contenu of 11! retail containen fOf your prOCNC:t, 
•••• 

5. Location of !;'-:,9iftction • Indicate the loc:ition of the u• directions for your pn,duct • 

• •• 
8; Manner in which libel is affixed to product• Indicate the method product labeling Is attached to ret•ll contain«. 

CONTACT POINT 

Section IV · Thi1 Section must be completed for !!) A EG ISTRA TION and AMENDED REGISTRATION appllcat~n1. 

1-6. Self4xpl1natory. 

6. EPA Use Only. 

EPA Form 8670-1 (Rev. 5-811 REVERSE 

• 
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lx6des Vector Control --------------------------+ 

Mr. George T. laRocca 
Product Manager (15) 
Insecti ci de-Rodenticide Branch 
Registration Division (TS-767C) 
Environmental Protecti on Agency 
401 M. Street SW 
Washington, D.C . 20460 

Dear Mr. laRocca, 

20 October, 1986 

Two new ti ck-borne infections have emerged duri ng the past decade as 
important public health threats involving large regions of the United States. 
The spirochete, Borre1ia burgdorferi is responsible for a multisymptom disease 
compl ex (known as Lyme disease), while Babesia microti produces a malaria-like 
di sease (known as babesi os is). Lyme di sease has become the most prevalent tick
borne i l lness in the United States, as thousands of cases have occurred. Grave 
chronic compli cations may follow the more acute pathology associated with both 
of t hese diseases. Where infection i s common, inapparent babesiasis infl uences 
blood bank policy because of the ri sk of transfusion-induced babesiosis. 
Clinical reports liken the delayed manifestations of Lyme disease to those of 
neuros}.phili s. Thi s demylenating pathogen may produce symptoms that mimic those 
of mu_ytipl e sclerosis and Alzheimer's disease . Mi scarriage and grave birth 
defects may occur. The publi c heal t h burden imposed by these infections has not 
yet been completely defined . 

The ti cks whi ch transmit these 
small rodents in their immature 
potential host s , including people. 
pathogens i s the white-footed mouse 

di sease-causi ng pathogens fee~ •• ~aj nly on 
stages, but will attack a wiae vari et)!-c.j •• •••• • • • The principal natural reservorr. •• for 11oth • 

(Peromyscus 1eucopus ). larval ticks acqui;e•: •• infection during blood-feeding on thi s reservoir host, and both patttc,geni ca~ JlQ . 
transmitted to another mouse, or to other hosts, by the resulting n.Y.1~hal ~io@k •• 
that feeds one year later. Because P. 1eucopus i s both the mos~ •• ab~ndant~y 
parasitized host , and serves as the principal reservoir for both ~a thogen;~:: 
control strategies to reduce human disease can focus on this mouse . • ••.•. •••••• 

• • • • • •• •• •••• The product, for wh ich we are requesti ng registration, i s hig~l~ •effective 
at reducing the abundance of infective ticks, and constitutes a minimum threat 

rvc Corporation, Inc. 33 Mount Vernon Stree~ Boston, MA 02108 (617) 236-4203 
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to the environment, the user, and the mice, when compared to spray or broadcast 
applications of a pesticide. Mice continuously collect nesting material 
throughout their home range (usual l y about 10 meters), and will also gather 
permethrin-impregnated cotton for this purpose. Thus, this proposed application 
of pesticide is highl y focused at the target pest (t i cks feeding on, and 
acquiring pathogens from, mice), and requires using l ess pesticide on a per acre 
basis than already approved for agricultural purposes. Application rates of 
permethrin to agricultural crops range from 0. 05 to 0.2 pounds active per acre . 
The cotton dispensing tubes, when placed in an array every 10 meters as 
di rected, total just 48 per acre. This is equivalent to using 0.04 pounds 
active permethrin per acre. This lower application rate, and the focused method 
of appli cation, represents an environmental ly safer and more target specific 
application than found in existing products. 

It is our position that this product does not constitute a new use pattern, 
and therefore, can be reviewed by t he Product Manager team. Permethrin 
containing products are presently registered for agricultural applications, 
homeowner garden applications (includ ing for use against fire ants), in-home 
applications (for control of numerous pests includi ng fleas and ticks), and as a 
barn and livestock spray. Thus, the application of permethrin to mouse burrows 
does not constitute a new use pattern but instead s imply represents a new 
application method. 

We do understand t he workload at the agency, and t he time-frames required 
to process an applicat ion. It is very important, however, that we make an 
application of the product by April, 1987, if we are to begin controlling Lyme 
disease and babesiosis this next year. Th is implies that registration is needed 
by early March, 1987 . For this reason, should you find any def icencies in thi s 
submission, or require additional data, please either call me directly, or 
contact Dr. Thomas Mather (617-732-2064) at the Harvard School of Publi c 
Health. He woul d best be abl e to answer any technical questions that may arise. 

We thank you i n advance for your consideration of this submission . 

• • •• •••• • • ••••• 

Alexander Kovel 
President, IVC Corporation, Inc. 

•••• • •••• 
• 

• • • • • • •• 
•••• • •••• 

• 
•• • • • •• • 
•••• • • •• 

• 

• 

• 

• 

• • 

• • • • • 
• ••••• • . 

• • 
••••• • • • •••• 

• 
• • •••• • . 

•• 
•••••• • • • • •• 
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TICK BUSTER 

EPA Reg. No. EPA Est. No. 5693 

A TICK AND FLEA TOXICANT 

Permethrin-Impregnated Mouse Nest Material Kills Ticks and Fleas Attached to 
Mice and Present in the Nest 

For the Control of Disease-Transmitti ng and Other Ticks and Fleas Around Yards 
and in Woodlots . 

ACTIVE INGREDIENTS 
+* Permethri n ........... ............ .............. . 

INERT INGREDIENTS : .......... . ..... . ... ...... ....... ....... . 
Total 

7.4% 
92.6% 

100.0% 

+ (3-phenoxyphenyl) methyl (+/-) cis/trans 3- (2-dichloroethenyl) -2,2-dimethyl 
cyclopropanecarboxylate 

* Cis/trans ratio: Min. 35% (+/- ) cis and max. 65% (+/- ) trans 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

Statement of Practi cal Treatment 

IF SWALLOWED- Contact a physician or Poi son Control Center 
immediately. Drink one or two glasses of water and induce vomiting by 
touching back of t he throat with f inger. Do not induce vomiting or 
give anything by mouth to an unconscious person. : •• • : • 

• 
•••• 

IF ON SKIN- Remove contaminated clothing and wash affected areas iitb.· 
p 1 enty of soap and water. • 

•• • • • • 
IF IN EYES- Flush eyes with plenty of water. Call a physician . if: 
irritation persi st s . 

See side panel for additional precautionary statements. 

Contents: 4.5 grams (approx. 30 cotton balls) 

IVC Corporation, Inc., 33 Mt. Vernon Street, Boston, MA 02108 

• • •• •• 
• 

• •• • • • •• • 
• • • •• • 

• ••••• • • • • • 
•••••• • • •• 
• ••• • • • ••••• 

• 
• ••••• • • •• 
•••••• • • • • •• 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent 
with its labeling. 

FOR OUTDOOR APPLICATION ONLY 

For the control of ticks and other ectoparasites associated with rodents that 
serve as reservoirs for pathogens caus ing Lyme disease and babesiosis. Ticks 
feeding on these animals become infected and transmit disease to humans , dogs 
and horses. The cotton ball s enclosed in cardboard dispensing tubes are 
impregnated with Permethri n, and are intended as bedding that rodents will 
remove to their nests . Treatment of nests does not harm rodents, but kill s 
disease-transmitting ticks, both on the rodents and in their nests. 

To apply, discard plastic end caps. For best results, place tubes flat on the 
ground in all brush-covered and wooded areas to be treated. The maximum 
distance between tubes should not exceed 10 meters in any di rection . Treatment 
should be limited to areas inhabited by rodents, and need not include mown lawns 
or open grasslands . Tubes should be positioned so that rodents have access to 
the open ends. Product works best if not covered by l eaves or other material. 

FOR TREATMENT AROUND YARDS: Place tubes within 1 meter or the edge of mown l awn, 
in flower gardens, under bushes and al ong fences, wherever rodents may reside. 
For complete coverage, all brush -covered or wooded areas wi thin 50 meters 
surrounding the yard area to be protected should be t reated. Replace tube when 
nesting materi al is completely removed . 

FOR TREATMENT OF WOODLOTS: Tubes shoul d be pl aced in a contiguous array (such as 
a gri d design) , with no mor e than 10 meters between tubes i n any di rect ion. For 
complete coverage, apply t ubes up to t he brush-covered edge sur roundi ng woodlot. 
Pl aci ng tubes near thi ckets or rott ing logs wi t hi n the woodlot will be more 
effective t han those placed in more open woodl and ter rain . : ••• : • 

• • ••••• 
Tubes shoul d be appl ied at least twice a year: a) before April l ; -oJ: :Qefore= •: 
August 1. More frequent application, beginning i n April and conti nu ing t.hroug~ •:••: 

•• the summer wi l l improve results. : •. • . ••••• . .. - . ••••• 
NOTE : Do not remove cotton bal ls from inside of tube. Contact of t hi s- :rri({arial • 
wi th ski n may cause i rritati on. 

? . 

• 
•• • • • • •• • 
•••• • • • •• • 

• ••••• • • • • 
• ••••• • • •• •• 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage and disposal . 

PESTICIDE STORAGE: Store at room temperature. Do not expose to extreme 
temperatures or excessive sunlight. 

PESTICIDE ANO CONTAINER DISPOSAL: Do not reuse empty tubes. The tubes and 
unused cotton are biodegradable and may be left in the application site. If 
disposal is desired, wrap tube and put in trash collection. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS & DOMESTIC ANIMALS 

CAUTION 

Ha rmful if swall owed or absorbed through skin. Avoid contact with eyes, skin 
and clothing . Wash thoroughly after handling. Remove and wash clothing before 
reuse. Avoid contamination of food and feed. 

ENVIRONMENTAL HAZARDS 

This product is extremely toxic to f ish. 
contami nation of fi sh bearing waters i s likely. 
disposal. 

Do not apply to areas where 
Do not contaminate water by 

• • •••••• • • ••••• •••• • • • • • • • •••• •••••• • • • • • •• • • • • ••••• • •• • • • •••• •••• • • • •••• • ••••• • • • • • •• • • • • •••••• •• • • • •• •• •••• • • • •• • 
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- - -
' - - ---- -- - - .:, a ... r 

REGISTR ON DIVISION DATA REVIEW REC 
Confidential Business Information., Does Not Contain National Security Information (E.O. 12065} 

1 " CHEMfCAL NAME 

'- -' - -,-- r 
. IDENTIFYING NUMBER 3. ACTION CODE 4. ACCESSION NUMBER TO BE COMPLETED BY "'-

I 5. RECORD NUMBE'R 
D 

i:., ~ ~ ~>--'...i._,~ 1 _It-:/,-,_),., ~ - - - ·~· ~ ; -
6 . REFERENCE NUMBER 

E._c::::::l='_:::I q___;:::::, ~ - - - :::, :] = II 
~ 

7. DATE flECE'IVEO (EPA) 

= II 
~ a -- = = ~ = 8. STATUTOR Y DUE DATE :.=.>:a /I 

D (I 
~ - l c::, =- ~ s;, ~ ~ = ~ - ~ 9 . PRODUCT MANf<GE-R (PM) = ---" -I I 

II 
"' 

, 

•ia .- = c:=c::;, =c:::, = c::;, -= ~ -= 1::::1== = ,= ii ~10. PM TEAM NUMBER :::, ~Cr' 

IJ 
I 

14. CHECK I F APPLICABLE 0 EC L E C 

D PUblLc Health/OUarantlne 0 Minor Uso 
~11 . DATE SENT TO HED/TSS 

; 
0 Substitute Chemical D Pal'.t of 1PM 

12. PAIORITY NUMBER 

I 

0 Seasonal Concern 0 Review Requires Less Than 4 Hours 
13. PROJECTED R l:..TlJRN DATE II 

ll 

. INSTRUCTIONS TO REVI EWER R. INSTRUCTIONS 
,----, 

A. HED 0 Total Assessmant • 3 cl(5) C. D BFSD .. ~~~ ~~~11:ill"-~-: ~1 ~·~~ _,,._, - ~ 
0 lnccemantaJ Risk Assessment • 0 . 0 TSS/RD - ~ " ~ 

~ 
3(c)(7) and/or E.L. Johnsoc, 

E'! Q Oi har 
.rnvJ ci'lm... l'Sl\L ,r.,~ -.-.~ . .J, ~ ~1!i?,>'2:, "'~ 'I.~ memo of May 12, 1977, ---- - -- - - - - -- - ; ·~ 

8 . SPRO (Sand Copy of Form to SPRO PM) ifh-('.,.._,..i)ll,, _;a '!Y,;t..-q.., _h~I.{~~~ ~ ,---ill,,.; 
0 Chemical Undergoing Active 

...... ..,,;l..li ... ~ __,_ 

::r i;.w:J--' ~ - -- -RPAR Review 
~ 1-.. ct) ~ -~ ~- ~~ ;fi~ -1-0 Chemical U ndergoing Active - -

Registration Standards }leview - ~--
C. ~ 

16. RELATED ACTIONS 

I - - I' 
. 3(c)(1)(D) 18. REVI EWS SENT TO I 

0 Use Any or All Available Information D Use 0,nly Attached De a 0TB DEEB DEF D PL 
I 

Use Only ~h• Attached Data for Formulation and Any or All 
D RCS D EFB D CH D BFSO D Available lnforrnatlon on the Techolcar or Manufacturing Cl1amtcal. = 

TYPE OF REVIEW 
NUMBER OP ACTIONS 

. To 
Registrati on Petition EUP SLN Sec. 18 lnan MNR. USE Other I 

TOXICOLOGY ~ 

- - - -
= C: I -

ECOLOGICAL EFFE.CTS I 

0 ,-. 

; ~ w - - -
:i: 

~ 
I -

RESIDUE C,HEMISTRY 
- - ~ - --- ~ 

ENVIRONMENTAL DATE 
11 , -- ' - ' 

CHEMISTRY 
l\ ....-11 :;i I 

I~ 
~ ~ 1, - ..., - I - I .. - C 

(/) - ·- - ~ ...... 
I 

.... -
(/) 

t: EFF ICACY 
I Ill 0 = ==1. •- n a: - -- - - I~ 

I I 
PRECAUTIONARY LABELING 

I I I I 

0 I ii 
(/) ECONOMIC ANAL YSfS I' II. 
IX) 

Label Submitted Confidential Representative 23. Date Returned to RD 24 , I nclude an Oripinal and 4 (four) 

20. D with Application 21. 0 Statement of 22 0 Labels Showing (to be completed by Coples of This Completed Form 

Attached Formula · Accepted Uses HED) for Each Branch Checked for 
Attached Review. 

I 
EPA Form 8570-13 (Rev. 11-81) PREVIOUS EDITIONS ARE OBSOL ETE. 
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,,. 
; 

Product name / ; ~ k<J"W 
PRO[XJCT OiEMISI'RY OiECKLIST 

Please provide the requested information for the following checked items: 

1. [ ] 

2. 

[ ] 
( ] 
[ ] 

[ ] 
[ ] 
[ ] 

[ ] 

Sul:mit the product specific product chemistry and the data matrix 
for your product. Your product is not sufficiently similar to the 
product you referenced. 

On the Confidential Statement of Formula (CSF) please provide 
tne folla,.,ing: 

a) Provi de pH of product or pH at a specified water dilution. 
b) density 
c) f l ash point of product 
d) flash point of product without the propellent. 
e) flame extens ion 
f) Provide the upper and lower Certified Limits based on the pure 

active ingredients rather than the technical or concentrate. 
Note that the lc,,.,e r limit of the active, including any solvent 
decl ared as active , must not fall below the label claim. 

g) Provide upper and lower Certified Limits of the individually 
added inerts . 

[ ] h) 

[ ] i) 

3. [ ] 

s. [ ] 

6 . [ ] 

7. [ ] 

8. [ ] 

Based on the current CSF dated ___ your product will not meet · 
the l abel c laim for the active ingredient. Please revi s e the 
label or the CSF so the information agrees . 

Please provide the chemical identity of the fol lowing: 
1) 
2) 
3) 

~he supplier may contact us directly referencing your file syrrool/EPA 
Reg.# in their response . 

Please update the label Storage and Disposal Statement per PR 83-3 or 
PR 84-1. 

Add a footnote to the l abel ingredient statement indicating: 
Contains petroleum dis tillates. 

Add the heading PHYSIC.AL OR OiOOCAL HAZARDS to the label and the 
awropriate statement. See attached sheet. 

Since your data matrix does 'not give a dielectrical breakdown voltage, 
yru nust add the follodng to the use directions: 
Do not use this product in or on electrical equiJ;nent due to the 
possibility of shock hazard. 

Cont 'd next page 

\ 
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,,. 

Reg. #5}'~ L 
OIEMISTRY OIECKLIST CONT' D 

9. Data Matrix Requirements 

( ] a) 

[ ] b) 

( ] c) 

( ] d) 

( ] e) 
( ] f) 
[ ] g) 
( ] h) 
[ ] i) 
[ ] j) 
[ ] k) 
[ ] l) rm) 
[ ] n) 
[ ] o) 

[ l p) 

[ ] q) 

Statement of Ccmposition - a canplete description of the 
manufacturing/fonnulation process . Describe equipment used, 
mixing time, temperature etc. 
Discussion of Formation of [Unintentional) Ingredients - a brief 
description of l.Illpllri t ies formed during the manufacturing/formula-
tion process, in packaging, or during storage. If you do not 
expect any impurities during these stages , please so state. 
Certification of Limits - upper and lONer limits of each active and .1 

individually added inert canponent . The lower limit for the actives, 
including solvents declared as active, must not fal l belON label c laim. 
Analytical Methods - provide the methods used to analyze for the 
active ingredients. 
Color - in comnon terms . 
Physical State - solid, liquid or pressurized liquid 
c:Bor - in cannon terms. 
Density - e .g . lbs/gallon for liquids or lbs/cu. ft . for solids. 
P.!:!. - provide pH of product or pH of a specified water dilution. 
Oxidi zing or Reduci ng - note these characteristics if any. 
Flanroability - flash point/flame extension. 
Explodability - note these characteristics if any. 
Storage Stability - the formulated product must be analyzed for its 
active ingredient at ti.me zero and during a year of storage. 
Note: For the Storage Stabil ity study you cannot reference the 
concentrate you are using to formulate your product. 
Viscosi tr - can be expressed in centipoise or centistokes. 
Miscibility - note these characteristics if product is an emulsi
fiable liquid and mixed with oil . 
Corrosion Characteristics - this information can be noted during 
the s torage stability study. 
Dielectric BreakdCNm Voltage - for products used near e l ectrical 
equipment. 
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r----------------------------------------~-..,...,..- ....... ~---~ 

IMPORTANT NOTE TO PM 

() The following standard comment must be forwarded to the registrant: ,. 
"The proposed formulation contains an ingredient for which some 
toxicological concerns have been raised . Therefore the formulation 
cannot be approved until the questions have been resolved." 

() The following must be added to section one given above: 

"The ingredient of 
which is proposed 

concern is contained in the ")('t ~ b ~ 
to be included in the formulation. II w~ r \ \, (w-.L 

() Since this product contains xylene and has directions for outdoor use, 
it must be forwarded to RSERB for referral to HED for review. 

() Under the new inert policy, since this product contains a undefined 
petroleum distillate , the following must be requested from the 
registrant: CA_S number, flash point, · boiling rangeJ and the 
supplier spec. sheet if available. 

~ 

w~ 

.... 
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CERTIFICATION9wITH RES~ECT TO CITATION , DATA , _ ~ 
October 20, . 1986 EPA F I LE SYMBOL/REG . NO . ____________ D.ATE OF APPLICATION ______ _ 

TICK BUSTER 
N.Ar-E OF PRODUCT ________ ______ --:------------------

APPL r CANT , s NAr--e AND ADDREss 1 _________ ___,,..1v-=-c_c_o_R.,..,.PO_R_A_T_1_0..,,,.N_, _r_N_,,c _ ___ _ 

33 Mt. Vernon Street 

Boston , MA 02108 

l. This application is supp:)rted by all data subnitted or cited in the aoolicaticn . 
In addition, if cite-all options are indicated , this annlication is supnort~ bv 
all data in the Aaency ' s files that concern the orooerties or effects of this -
prcx:luct or of any other prcx:luct that is identical or substantiallv similar, and 
th.at is one of the types of data that would be reouired to be s~tted if this 
application sought the initial registration of a prcx:luct of identical or similar 
canp:>sition and intended uses under the data requir8'!1e11ts in effect on the date of 
approval of this a;:>plication. 

2. I certify that, for each study cited in suooort. of this aonlication for 
registration that is an exclusive use study , I have obtained the written per:nissicn 
of the oriqinal data suhni.tter to cite that study . 

3 . I certify that, for each study cited in support of this application for 
registration that is NOT an exclusive use study: 

I have obtained the written pennission of the original data sw::r.utter 
to cite that study; oo 

I have notified b writing the canpan.i.es who have suhnitted data I have 
cited to sup!X)rt this application and have offered to: (a) Pay can;:ensation 
for those data in accordance with secticn 3 (c) (1) (D) and 3 (c) (2) (D) of the 
Federal Insecticide , Funqicide ard Rodenticide llct; and (b) Ccrrmence 
negotiations to determine which data are subject to the o:rn;::ensation 
requirerrents of FITRA and tre arrou.T'lt and terms of canoensation due, if any . 
'!he canpanies I have notified are : (CHECK □NE> 

. 
[ xl All ccrnpanies listed on the Pesticide Data Sutmitters List for all 

active inqredients contained in mv orcx:luct (cite-all methcrl or cite-all 
option under Selective ~thcx:l) . <.&:so S IGN Tr-i'E GENEPAL CFFER TO PAY 
ST A TEMENT BELOW . ) 

[ ' '!hose canpa.nies who have sutr.u. tted tre studies which I 
(SELECTIVE METHOD) •••••• • • • • • 

······ DATE __ o_ct_o_b_e_r_20_,_1_9_8_6 ___ _ SIGNATURE~__,,__ _____ __, ___ ...;;.•_..___ • • • • 

TI TLE S..> ,Jf ee:'.'. v-

GE JERAL CFFr.R Tl; PAY: I hereby of.:er and agree to acy can;:::ensation 
i::ersons, with regard to the aoproval of this ap~licatio , to the ext. 
by FIFRA sec . J(c) (1) (D) and 3(c) (2) (D). 

DATE October 20, 1986 

£PA Form (April 1985) 

• • • • • • . 0. 
•••• • • 

to otl"t~ 
recrulred ... . 

• • • •• 

••• •• • • • •••• 
• 

•••••• • • •• 
•••••• • • • ••• 
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FORl1ULATOR' S EXEMPTION STATEMENT 
(4() CFR 152 . R5) 

Product Name 
TICK BUSTER 

EPA File Symbol/Reg . No . ------- -----------
IVC, CORPORATION, INC. Applicant ' s Name and Address ---------------------
33 Mt. Vernon Street 

Boston, MA 02108 

As an authorized representative of the apDlicant for registration of the 
product identiEted above , I hereby certify that : 

(1) This proouct contains the active ingredient(s) : 

PERMETHRIN 

(2) Each active ingredient listed in raraqraph (l) is present solely 
as the result of the incorporation into the product (during formulation or 
packaging) of another product which contains that active ingredient , w~ich 
is registered under FifRA sec . 3, and which is purchased by us f.ron another 
producer . 

(3) Indicate by circling (A) or (B) below which paragraph a~plies : 

~ An accurate Confidential Statement of Formula (EPA Form 8570-4 ) for 
¥e above identified product is attached to this statement . That formula 
statement indicates , by canpany name, registration number and product 
name , the source of the active ingredient(s) listed in paragraph (1) . 

OR 

(B) The Confidential Statement of Formula dated--,------ on file with 
the EPA is canplete, current and accurate and contains the information 
required on the current CSF Form No . 8570-4 . The registered source(s) 
of the active ingredient(s) listed in paragraph (1) is/are listed below: 

Active inqredient 
• • 

Source : Product name and Reg . No .:••••• .... 
• • •••• 

• 
•• • • • • 

•••• 

•••••• . . . 
• • 
• ••••• • • • • 
• •••• • • ••••• 

• • • 

nate 

EPA Form 

Signature 

Title 

(April 1985) 

•••••• • • • . . . 
• • • ••• .... 
• • • ••• 

•• 
•••••• • • . ... 
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DATA RmUIREMI LlrNG FOR 'nIE (WllER SUBMISS. M~ D OF SUPPORT 

1. TICK BUSTER 2 . EPA REG.NO/FILE SYMBOL 3. 4. 
PROOOCT NAME: fDRMULATOR'S EXEMPTION SELOCTED PAGE l of 3 
5. YES X 

--
NO 

APPLICANT'S NAME AND ADDRESS 6 . APPLICATION fOR -IVC Cor~oration 1 Inc. 7 . NAME OF ACTIVE INGREDIENT(S): REGISTRATIOO DATED 
33 Mt. Vernon Street 10 / 2o/86 PERMETHRIN Boston, MA 02108 Mo . Day Yr. 

10 . 
8 . DATA REX)UIREl-tENTS 9. SOURCE OF DATA SATISFYING REX)(JIREl-tENr MRID NUMBER, 
Ba. 8b. 9a. 9b. 9c . 9d. 9e . 9f. EPA ACCESSIOO 
Regulation Subnitted Date Subnitted Permission Public N.A. or NUMBER OR O'IHER 
Part 158/ Name of Tes t by Sutmitted by another Letter Litera- Waive r or EPA IDENTIFYING I 
Guideline Applicant person/firm Enclosed ture other NUMBER -Number (name) (Explain) 

§158 . 20 POODUCT QIEMISTRY 

61-1 Identity of inqredients X 10/20/86 

61-2 ~;'tatement of . ... • sit ion X 10/20/86 

Discussion of fonnation of X 10/20/86 61-3 in6redients 

62-1 Preliminarv analysis X 

62-2 Certification of limits X l 0/20/86 
Analytical methods for 10/20/86 62-3 enforcement limits X 

X 10/20/86 ~ 

63-2 Color 

63-3 Phys ical s t a t e X 10/20/86 

63-4 • • . C>oor • • • ... . ... X 10/20/86 
• • • • 

• • • • • • • • • • X • • . . . . • • •• 63-5 •• l'leltir,q ooint • • 

63-6 • ~il.inq .ooint. ••• X 

63-7 
: •i>e.~ ~~yz• ~.1-if"d~~sity, or 
• s oeq1f1e !)re~1ty• X l 0/20/86 
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7

8

-- -· 
:JA'i:i\. REOUlP.!:.rn•;NJ.~ LISfING f0R 'E 1F. U ·ii'-"E..~ Stft:1'-1i~Sl(,ilJ i·J!:.ifiu[, u r' t:~:. ~;.)',ff 

. 
1. EPA Rffi . NO/flLE SYMBOL 2. 3 . 4. 
PRODtJCT NNIE: TICK BUSTER FOR1-1Ui.ATOR' S EX.EMVI'Io.'-l SELECTED PACE 2 of 3 --
5. Yl::S X ru 
APPLICANT' S NAME AND ADDRESS 6 . l\PPLICATION FOR 

IVC Corporation, Inc. REGISTRATION Dl\lED 7. Nf'..M.E 01? /\CfIVE: INt~REUrnNr(S) : 
33 Mt. Vernon Street 10 /2Q I 86 
Boston, MA 02108 Mo. Day Yr- . PERMETHRIN 

--.-ZI>. _,_,...., ~ lP ~ ~ -~~ -
10. 

8 . DATA REXJ.UIPJ:71ENTS 9 . SOURCE 0l: DATA SATISFYING RB)UlRFJ-'lENT MRlD NUHBER, 
Sa. Sb. 9a . 9b. 9c . 9d. 9c. 9f. EPI\ ACCESSION 
Regulation Su.t:Mitted Date Sulntittcd Pennission Fublic N .A. or NUr-lBER OR 0TH 
Par-t 158/ Name of Test b"t Sul.Initted by anothe;r Letter Lite r-a- Waiver or EP/\ IDENTil?YIN::; 

Guideline i\pplicant per-son/ f i r.n Enclosed ture other NUMBER 
Number ( nanc ) ' (Explain) 

§158 . 20 PrDOJCT CHEMISmY (Continued - - -

63-8 Solubility X -.. 
63-9 Vai::-.or- pr-essure 

X 
. 

63-10 Dissociation constant 
X 

Octanol/water pactitio n 
63-11 coefficient X -

63-12 pll X 
J -63-13 Stabilitv . -~ X 

63-14 Oxidizing/reducit1ri rnaction X 

63-15. • • • •fl~bH ;.ty _ • •• • X 
• • • • • • • • • • •• . • • • • • • • • 

63-16.. • ·. ~xp rooa ~i ~it~.· •• X • . 

63-17 _StQraq~ 9tabilit\' X 10/ 20/86 
, . • • • • • •• •• • ••• .. • 

63-18 : \A~os1 tlr : : •• X • 1-'--
- - . .... -. I j 

63-19 Mi scibilitv I X 
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DATA RFX)(JI._~ FOR TIIE ~ER SUBMI:, , •.. ~ D OF SUPPORf 

1. 2. EPA REX;.NO/FILE SYMOOL 3. 4 . 
PROOOCT NAME: TICK BUSTER FORMULATOR' S EXEMPTION SELECI'ED PAGE _3 _ of _ 3_ 
5 . YES lS NO 
APPLICANT' S NAME AND ADDRESS 6 . APPLICATIOO FOR 

IVC Cor~oration 2 Inc. REGISTRATION DATED 7. NAME. OF ACTIVE INGREDIENT(S) : 
33 Mt. Vernon Street 1 Q / 2Q /86 
Boston , MA 02108 Mo. Day Yr. 

10. 
8 . DATA RF()UIR™ENTS 9 . SCXffiCE OF DATA SATISFYING REXJUIREMENI' MRID NUMBER, 
Ba. Bb. 9a . 9b. 9c. 9d. 9e. 9f. EPA ACCESSIOO 
Regulation Subnitted Date Subnitted Pennission Public N.A. or NUMBER OR OTHER 
Part 158/ Name of Test by Subnitted by another Letter Litera- Waiver or EPA IDENTIFYING I 
Guideline Applicant person/firm Enclosed ture other NUMBER 
Number (name) (Explain) 

§158 .20 PRODUCT CHEMISTRY (continued 

63-20 Corrosion characteristics X 10/20/86 
.. .. X 63-21 Dielectric breakdc:,,.,m voltaqe 

§158 . 135 'IDXICOIL(;Y 

81-1 Acute oral LD-50, rat CITE ALL 

81-2 Acute dermal LD-50 CITE ALL 

81-3 Acute inhalation LC-50, rat CITE ALL ◄ I 
Primary eye irritation, 

81-4 r abbit CITE ALL 

81-5 Prirnarv dearmal irritation CITE ALL 
• • • •• • • ••• • • • • • • • • • • 

81-6 • .: • .C)enrieJ: sensHliadon CITE ALL 
•• • • • • • 

i- • • • • • ••• i- • • • • • • •• ••• ••• •• • - - - - - . --• • • • • • • • • •• •• • ••••• 



*Pages 180-183  Confidential Statement of Formula may be entitled to confidential treatment*
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